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Scope

333-100-0001 Except as otherwise specifically provided, these rules apply to all persons who
acquire receive, possess, use, transfer, own, or dispose of any source of radiation; provided, however,
that nothing in these rules shall apply to any person to the extent such person is subject to regulation by
the U.S. Nuclear Regulatory Commission.

NOTE: Attention is directed to the fact that state regulation of source material, byproduct

material, and special nuclear material in quantities not sufficient to form a critical mass is subject

to the provisions of the agreement between the state and the U.S. Nuclear Regulatory

Commission and to 10 CFR Part 150 of the Commission’s regulations.

[Publications: The publication(s) referred to or incorporated by reference in this rule are
available for review at fthe7 Oregon Health Services, Radiation Protection Services office fof the
Health-Divisiont.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605 - 453.807

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 1-1995, f. & cert. ef. 4-26-
95

Definitions

333-100-0005 As used in these rules, these terms have the definitions set forth below. Additional
definitions used only in a certain Division will be found in that Division.

(1) "Absorbed dose" means the energy imparted by ionizing radiation per unit mass of irradiated
material. The units of absorbed dose are the gray (Gy) and the rad.

(2) "Accelerator" means any machine capable of accelerating electrons, protons, deuterons, or
other charged particles in a vacuum and of discharging the resultant particulate or other radiation into a
medium at energies usually in excess of 1 MeV. For purposes of this definition, "particle accelerator” is
an equivalent term..

(3) "Accelerator-produced material” means any material made radioactive by a particle
accelerator.

(4) "Act" means Oregon Revised Statutes 453.605 to 453.807.

(5) "Activity" means the rate of disintegration or transformation or decay of radioactive material.
The units of activity are the becquerel (Bq), defined as one disintigration per second, and the curie
(Ci), defined as 3.7 x 10" disintigrations per second.

(6) "Adult" means an individual 18 or more years of age.

(7) "Agency" means fthef Radiation Protection Services of fthet Oregon fStatef Health
{Pivision] Services.

(8) "Agreement State" means any state with which the U.S. Nuclear Regulatory Commission or
the U.S. Atomic Energy Commission has entered into an effective agreement under subsection 274b. of
the Atomic Energy Act of 1954, as amended (73 Stat. 689).

(9) "Airborne radioactive material" means any radioactive material dispersed in the air in the
form of dusts, fumes, particulates, mists, vapors, or gases.

(10) "Airborne radioactivity area” means a room, enclosure, or area in which airborne radioactive
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material, composed wholly or partly of licensed material, exist in concentrations:

(a) In excess of the derived air concentrations (DAC’s) specified in appendix B, Table [, to 10
CFR Part 20.1001 to 20.2401, or;

(b) To such a degree that an individual present in the area without respiratory protective
equipment could exceed, during the hours an individual is present in a week, an intake of 0.6 percent of
the annual limit on intake (ALI) or 12 DAC-hours.

(11) "ALARA" (acronym for ""As Low As Reasonably Achievable” means making every
reasonable effort to maintain exposures to radiation as far below the dose limits in this part as is
practical consistent with the purpose for which the licensed activity is undertaken, taking into
account the state of technology, the economics of improvements in relation to state of technology,
the economics of improvements in relation to benefits to the public health and safety, and other
societal and socioeconomic considerations, and in relation to utilization of nuclear energy and
licensed materials in the public interest.

(f+##12) "Annual Limit on Intake" (ALI) means the derived limit for the amount of radioactive
material taken into the body of an adult worker by inhalation or ingestion in a year. ALI is the smaller
value of intake of a given radionuclide in a year by the reference man that would result in a committed
effective dose equivalent of 0.05 Sv (5 rem) or a committed dose equivalent of 0.5 Sv (50 rem) to any
individual organ or tissue. ALI values for intake by ingestion and by inhalation of selected radionuclides
are given in Table I, Columns 1 and 2, of Appendix B to 10 CFR Part 20.1001 to 20.2401.

({-Ié‘fl?)) As Low As frsf Reasonably Achlevable" see “ALARA” fmeans-makingevery

({#3#14) "Annual": Occurring every year or within a consecutive twelve month cycle.

({##115) "Background radiation" means radiation from cosmic sources; naturally occurring
radioactive materials, including radon, except as a decay product of source or special nuclear material,
and including global fallout as it exists in the environment from the testing of nuclear explosive devices.
"Background radiation” does not include sources of radiation from radioactive materials regulated by the
Agency.

(15116) "Becquerel” (Bq) means the International System of Units (SI) unit of activity. One
becquerel is equal to one disintegration or transformation per second (dps or tps).

(H#6417) "Bioassay" means the determination of kinds, quantities or concentrations, and, in some
cases, the locations, of radioactive material in the human body, whether by direct measurement (in vivo
counting) or by analysis and evaluation of materials excreted or removed from the human body. For
purposes of these fregufationst rules, "radiobioassay” is an equivalent term.

(#7418) "Brachytherapy" means a method of radiation therapy in which sealed sources are
utilized to deliver dose at a distance of up to a few centimeters, by surface, fintercavitaryf
intracavitary, or interstitial application.

(f18419) "Byproduct material" means:

(a) Any radioactive material, except special nuclear material, yielded in, or made radioactive by,
exposure to the radiation incident to the process of producing or utilizing special nuclear material; and

(b) The tailings or wastes produced by the extraction or concentration of uranium or thorium
from any ore processed primarily for its source material content, including discrete surface wastes
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resulting from uranium solution extraction process. Underground ore bodies depleted by fthesef such
solution extraction operations do not constitute " byproduct material " within this definition.

(#9420) "Calendar quarter" means not less than 12 consecutive weeks nor more than 14
consecutive weeks. The first calendar quarter of each year shall begin in January and subsequent
calendar quarters shall be so arranged such that no day is included in more than one calendar quarter and
no day in any one year is omitted from inclusion within a calendar quarter. No licensee or registrant shall
change the method observed fbythemt for determining calendar quarters ffor-purposesof these-rufest
except at the beginning of a calendar year.

(f26721) "Calibration" means the determination of

(a) The response or reading of an instrument relative to a series of known radiation values over
the range of the instrument, or

(b) The strength of a source of radiation relative to a standard.

(£24422) "CFR" means Code of Federal Regulations.

(f22423) "Chelating agent" means amine polycarboxylic acids, hydroxy-carboxylic acids,
gluconic acid, and polycarboxylic acids.

(f23124) "Class" means a classification scheme for inhaled material according to its rate of
clearance from the pulmonary region of the lung. Materials are classified as D, W, or Y, which applies to
a range of clearance half-times: for Class D, Days, of less than 10 days, for Class W, Weeks, from 10 to
100 days , and for Class Y, Years, of greater than 100 days. For purposes of these rules, "lung class" or
"inhalation class” are equivalent terms.

(f24425) "Clinical laboratory" means a laboratory licensed [under] pursuant to ORS 438.110 to
438.140.

(f25726) "Collective dose" means the sum of the individual doses received in a given period of
time by a specified population from exposure to a specified source of radiation.

(f26127) "Committed dose equivalent” (Hy 5,) means the dose equivalent to organs or tissues of
reference (T) that will be received from an intake of radioactive material by an individual during the 50-
year period following the intake.

(f27#28) "Committed effective dose equivalent” (H s) is the sum of the products of the
weighting factors applicable to each of the body organs or tissues that are irradiated and the committed
dose equivalent to each of these organs or tissues (Hg 5o= XWqp Hr 50).

(£28729) "Contamination” (Radioactive) means:f—fw)P7 deposition or presence of radioactive
material in any place where it is not desired, and particularly in any place where its presence can be
harmful. The harm may be in compromising the validity of an experiment or a procedure, or in being a
source of danger to persons. f—#F-Contamination may be divided into two types: Fixed and
removable. f—(Aj}F Removable contamination may be feastlyf transferred easily from one object to
another by light rubbing or by the use of weak solvents such as water or alcohol. Removable
contamination is evaluated and recorded in units of microcuries or dpm.f—(Bjf Fixed contamination is
not easily transferred from one object to another and requires mechanical or strong chemicals to remove
it from its current location. Fixed contamination is evaluated and recorded in units of mR/hr.

(£29730) "Curie" means a unit of quantity of radioactivity. One curie (Ci) is that quantity of
radioactive material [which] that decays at the rate of 3.7f£+167 x 10" disintegrations or
transformations per second (dps or tps).

(36731) "Declared pregnant woman" means a woman who has voluntarily informed her
employer, in writing, of her pregnancy and the estimated date of conception.

(3432) "Decommission” means to remove (as a facility) safely from service and reduce residual
radioactivity to a level that permits release of the property for unrestricted use and termination of license.
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(£32133) "Deep dose equivalent” (H,), which applies to external whole body exposure, means the
dose equivalent at a tissue depth of 1 centimeter (1000 mg/cm?).

(£33134) "Depleted uranium” means source material uranium in which the isotope uranium-235
is less than 0.711 weight percent of the total uranium present. Depleted uranium does not include special
nuclear material.

(£34135) "Derived air concentration (DAC)" means the concentration of a given radionuclide in
air which, if breathed by Reference Man for a working year of 2,000 hours under conditions of light
work, results in an intake of one ALI For purposes of these rules, the condition of light work is an
inhalation rate of 1.2 cubic meters of air per hour for 2,000 hours in a year. DAC values are given in
Table I, Column 3, of Appendix B to 10 CFR Part 20.1001 to 20.2401.

(£35436) "Derived air concentration-hour" (DAC-hour) means the product of the concentration of
radioactive material in air, expressed as a fraction or multiple of the derived air concentration for each
radionuclide, and the time of exposure to that radionuclide, in hours. A licensee may take 2,000 DAC-
hours to represent one ALI, equivalent to a committed effective dose equivalent of 0.05 Sv (5 rem).

(£36137) "Dose" is a generic term that means absorbed dose, dose equivalent, effective dose
equivalent, committed dose equivalent, committed effective dose equivalent, total organ dose equivalent,
or total effective dose equivalent. For purposes of these rules, "radiation dose" is an equivalent term.

(£37138) "Dose equivalent" H; means the product of the absorbed dose in tissue, quality factor,
and all other necessary modifying factors at the location of interest. The units of dose equivalent are the
sievert (Sv) and rem (see "Rem"). (See OAR 333-100-0070(2) for SI equivalent sievert.)

(£38439) "Dose limits" means the permissible upper bounds of radiation doses established in
accordance with these fregmiationst rules. For purposes of these fregufationst rules, "limits" is an
equivalent term.

(£39740) "Dosimetry processor” means an individual or an organization that processes and
evaluates individual monitoring equipment in order to determine the radiation dose delivered to the
equipment. [(Hg 5o = ZW:Hr 5).]

(46741) "Effective dose equivalent (Hy)" means the sum of the products of the dose equivalent
to feach? the organ or tissue (H;) and the weighting factor (wy) applicable to each of the body organs or
tissues that are irradiated (Hg = 2w Hy).

(f41442) "Electronic product" means any manufactured product or device or component part of
such a product or device that is capable of generating or emitting electromagnetic or sonic radiation such
as, but not limited to, X-rays, ultrasonic waves, microwaves, laser light or ultraviolet light.

(f42743) "Embryo/fetus” means the developing human organism from conception until the time
of birth.

(f43}44) "Entrance or access point” means any opening through which an individual or extremity
of an individual could gain access to radiation areas or to licensed or registered radioactive materials.
This includes entry or exit portals of sufficient size to permit human entry, irrespective of their intended
use.

(f44145) "Exclusive use" (also referred to in other regulations as "sole use" or "full load") means
the sole use of a conveyance by a single consignor and for which all initial, intermediate, and final
loading and unloading are carried out in accordance with the direction of the consignor or consignee.

(f45746) "Explosive material” means any chemical compound, mixture, or device that [which]
produces a substantial instantaneous release of gas and heat spontaneously or by contact with sparks or
flame.

(f46747) "Exposure" means (a) the quotient of dQ by dm where "dQ" is the absolute value of the
total charge of the ions of one sign produced in air when all the electrons (negatrons and positrons)
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liberated by photons in a volume element of air having mass "dm" are completely stopped in air. The SI

unit of exposure is the coulomb per kilogram. (b) fExposureatso-means} being exposed to ionizing
radiation or to radioactive material.

(f47148) "Exposure rate” means the exposure per unit of time, such as roentgen per minute and
milliroentgen per hour.

(f48749) "External dose" means that portion of the dose equivalent received from any source of
radiation outside the body.

(£49450) "Extremity" means hand, elbow, arm below the elbow, foot, knee, or leg below the
knee.

(#56751) "Eye dose equivalent” means the external dose equivalent to the lens of the eye at a
tissue depth of 0.3 centimeter (300 mg/cm?).

(£57452) "Fixed gauge" means a measuring or controlling device that is intended to be mounted
at a specific location, stationary, and not moved, that is, not portable.

(£52453) "Former U.S. Atomic Energy Commission (AEC) or U.S. Nuclear Regulatory
Commission (NRC) licensed facilities" means nuclear reactors, nuclear fuel reprocessing plants,
uranium enrichment plants, or critical mass experimental facilities where AEC or NRC licenses have
been terminated.

(£53154) "General license” means a license granted by rule, in contrast to an issued license,
feffectiveunderthese-rutest to acquire, own, possess, use, or transfer radioactive material or a device
that contains radioactive material.

(£54455) "Generally applicable environmental radiation standards” means standards issued by the
U.S. Environmental Protection Agency (EPA) under the authority of the Atomic Energy Act of 1954, as
amended, that impose limits on radiation exposures or levels, or concentrations or quantities of
radioactive material, in the general environment outside the boundaries of locations under the control of
persons possessing or using radioactive material.

(£55156) "Gray"(Gy) means the International System of Units (SI), unit of absorbed dose. One
gray is equal to an absorbed dose of one joule per kilogram (100 rad). (See OAR 333-100-0070(2))

(£56157) "Hazardous waste" means those wastes designated as hazardous by U.S. Environmental
Protection Agency regulations in 40 CFR Part 261.

(£57+58) "Healing arts" means (a) the professional disciplines authorized by the laws of this state
to use X-rays or radioactive material in the diagnosis or treatment of human or animal disease. For the
purposes of this agency, they are Medical Doctors, Osteopaths, Dentists, Veterinarians, Chiropractors,
and Podiatrists; or (b) any system, treatment, operation, diagnosis, prescription, or practice for the
ascertainment, cure, relief, palliation, adjustment, or correction of any human disease, ailment,
deformity, injury or unhealthy or abnormal physical or mental condition.

(£58759) "High radiation area" means anfyf area, accessible to individuals, in which fthere
existsF radiation levels could result in an individual receiving a dose equivalent in excess of 1 mSv (0.1
rem) in 1 hour at 30 centimeters from any source of radiation or from any surface that the radiation
penetrates.

(£59760) "Human use" means the internal or external administration of radiation or radioactive
material to human beings.

(f66761) "Individual" means any human being.

(f64462) "Individual monitoring" means:

(a) The assessment of dose equivalent by the use of devices designed to be worn by a individual;
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(b) The assessment of committed effective dose equivalent by bioassay (see Bioassay) or by
determination of the time-weighted air concentrations to which an individual has been exposed, that is,
DAC-hours; or

(c) The assessment of dose equivalent by the use of survey data.

(f62463) "Individual monitoring devices" means devices designed to be worn by a single
individual for the assessment of dose equivalent such as film badges, thermoluminescent dosimeters
(TLDs), pocket ionization chambers, and personal ("lapel") air sampling devices.

(f63164) "Inhalation class" (see "Class").

(f64765) "Inspection” means an official examination or observation including, but not limited to,
tests, surveys, and monitoring to determine compliance with rules, regulations, orders, requirements, and
conditions of the Agency.

(f65766) "Interlock” means a device arranged or connected such that the occurrence of an event
or condition is required before a second event or condition can occur or continue to occur.

(f66767) "Internal dose" means that portion of the dose equivalent received from radioactive
material taken into the body.

(f67468) "Ionizing radiation" means any electromagnetic or particulate radiation capable of
producing ions, directly or indirectly, in its passage through matter. It includes any or all of the
following: Alpha particles, beta particles, electrons, positrons, gamma rays, X-rays, neutrons, high-
speed electrons, high-speed protons, fission fragments and other atomic and subatomic particles; but not
sound or radio waves, or visible, infrared, or ultraviolet light.

(f68169) "Laser" means any device which, when coupled with an appropriate laser energy source,
can produce or amplify electromagnetic radiation by the process of controlled stimulated emission.

(f69470) "License" means a license issued by the Agency in accordance with fBivistors+66
through1206-of thischapterf rules adopted by the Agency .

(f76471) "Licensed material" means radioactive material received, possessed, used, transferred or
disposed of under a general or specific license granted or issued by the Agency. For the purpose of
meeting the definition of a Licensing State by the Conference of Radiation Control Program
Directors, Inc. (CRCPD), Naturally Occurring and Accellerator Produced Radioactive Material
(NARM) refers only to discrete sources of NARM. Diffuse sources of NARM are excluded from
consideration by the CRCPD for Licensing State designation purposes.

(f7172) "Licensee" means any person who is licensed by the Agency in accordance with these
rules and the Act.

(£72173) "Licensing state" means any state with rules or regulations equivalent to the Suggested
State Regulations for Control of Radiation relating to, and having an effective program for, the
regulatory control of NARM.

(f73#74) "Limits" (dose limits) means the permissible upper bounds of radiation doses.

(f7#75) "Lost or missing licensed or registered source of radiation" means licensed or
registered source(s) of radiation whose location is unknown. This definition includes licensed material
that has been shipped but has not reached its planned destination and whose location cannot be readily
traced in the transportation system.

(75£76) "Lung class" (see "Class").

(76777) "Major processor" means a user processing, handling, or manufacturing radioactive
material exceeding Type A quantities as unsealed sources or material, or exceeding four times Type B
quantities as sealed sources, but does not include nuclear medicine programs, universities, industrial
radiographers, or small industrial programs. Type A and B quantities are defined in section {7=#of16
€FR-Part-71# Division 118 of this Chapter.
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m:cnputz’mmi—dmd except when that 1nd1v1dual is receiving an occupatlonal dose.

(79) "Minor" means an individual less than 18 years of age.

(80) "Monitoring”" means the measurement of radiation, radioactive material concentrations,
surface area activities or quantities of radioactive material and the use of the results of these
measurements to evaluate potential exposures and doses. For purposes of these fregufationsy rules,
"radiation monitoring" and "radiation protection monitoring" are equivalent terms.

(81) "NARM" means any naturally occurring or accelerator-produced radioactive material. It
does not include byproduct, source, or special nuclear material.

(82) "Natural radioactivity" means radioactivity of naturally occurring nuclides.

(83) "Naturally-occurring radioactive material” (NORM) means any nuclide fwhichf that is
found in nature as a radioactive material (i.e., not technologically produced).

(84) "Natural thorium' means thorium-232 in equilibrium with all decay products.

(85) ""Natural uranium’' means a mixture of the uranium isotopes 234, 235 and 238
(approximately 0.7 weight percent uranium- 235 and the remainder by weight essentially
uranium-238), found in nature, that is neither enriched nor depleted in the isotope uranium 235.

(£84186) "Nonstochastic effect” means a health effect that varies with the dose and a threshold is
believed to exist. Radiation-induced cataract formation is an example of a nonstochastic effect. For
purposes of these rules, "deterministic effect” is an equivalent term.

(£857#87) "Normal formf*f radioactive material” means fanyf radioactive material fwhich that
has not been demonstrated to fdvesnotf qualify as “special form radioactive material”. See "Special
form".

(88) “NRC” is the acronym for Nuclear Regulatory Commission.

(89) “Nuclear Regulatory Commission” (NRC) means the U.S. Nuclear Regulatory
Commission or its duly authorized representatives.

(£86790) "Occupational dose" means the dose received by an individual [in a restricted area or] in
the course of employment in which the individual’s assigned duties for a licensee or registrant involve
exposure to sources of radiation, whether or not the sources of radiation are in the possession of the
licensee, registrant, or other person. Occupational dose does not include dose received/:] from
background radiation, or as a patient from medical practices, or from voluntary participation in medical
research programs, or as a member of the public.

(£87191) "Package" means packaging together with its radioactive contents as presented for
transport.

(£88192) "Particle accelerator" means any machine capable of accelerating electrons, protons,
deuterons, or other charged particles in a vacuum and of discharging the resultant particulate or other
radiation into a medium at energies usually in excess of one MeV.

(£89193) "Person" means any individual, corporation, partnership, firm, association, trust, estate,
public or private institution, group, agency, political subdivision of this fs7State, any other fs7State or
political subdivision or agency thereof, and any legal successor, representative, agent, or agency of the

foregoing[;butshatinot-inctudefederal-governmentugernciest.
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(f96194) "Personnel monitoring equipment” means devices such as film badges, pocket
dosimeters, and thermoluminescent dosimeters designed to be worn or carried by an individual for the
purpose of estimating the dose received by the individual. See "Individual monitoring devices".

(£94795) "Pharmacist” means anfyf individual licensed by fthist a state fto-componnd-und
dispense-drugs,prescriptions,und-poisonst or territory of the United States, the District of
Columbia, or the Commonwealth of Puerto Rico to practice pharmacy. (See also Authorized
Nuclear Pharmacist).

(£92196) "Physician" means an individual licensed by the Oregon State Board of Medical
Examiners to dispense drugs in the practice of medicine.

(£93197) "Planned special exposure" means an infrequent exposure to radiation, separate from
and in addition to the annual occupational dose limits.

NOTE: Although there is an annual occupational radiation dose limit, additional dose is
permitted provided the situation is planned in advance and a justification is provided that the extra dose
is necessary. There is a limit to planned special exposures (PSEs) of 1 times the annual limit in any year
and 5 times the annual limit in a lifetime. This translates to:

f
Standard Aaxtmum————————————Muoxcimum
Aunuul.' Linu.f Ammu-l—PSE—-———bifetimrPS-E
A9 ¥4) 1 o I ) < i< ke X4
TYHivic uuuy -~ e =7
Q) AN & 7S > srnd i) [~Fal &) fe ¥ ¥4
sIRLI IOALT CIILLL)// urgun LU U )0
L el I L& ) N~ kv &~ §
F I ALN) U_’ (2444 14)’5 I I /Jj
Standard Maximum Maximum Lifetime
Annual Limit Annual PSE PSE
Whole Body 5 5 25
Skin, Extremity, 50 50 250
Organ
Lens of the Eye 15 15 75

(f94198) "Portable gauge" means a measuring or controlling device that is intended to be portable,
that is, not fixed to a specific location. All portable gauges require a specific license (there is no
general license granted for portable generally licensed devices in the State of Oregon).

(f95799) "Public dose" means the dose received by a member of the public ffrom} by exposure to
sources of radiation from licensed or registered operations. Public dose/. either within a licensee’s or
registrant’s controlled area or in unrestricted areas. It] does not include occupational dose, or dose
received from background radiation, or dose received as a patient from medical practices, or dose from
voluntary participation in medical research programs.

(f967100) "Pyrophoric liquid" means any liquid that ignites spontaneously in dry or moist air at or
below 130 °F (54.4 °C). A pyrophoric solid is any solid material, other than one classed as an explosive,
which under normal conditions is liable to cause fires through friction, retained heat from manufacturing
or processing, or which can be ignited readily and, when ignited, burns so vigorously and persistently as
to create a serious transportation, handling, or disposal hazard. Included are spontaneously combustible
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and water-reactive materials.

(£974101) "Qualified expert" means an individual, approved by the Agency, who has
demonstrated, pursuant to these rules, that he/she possesses the knowledge, skills, and training to
measure ionizing radiation, to evaluate safety techniques, to evaluate radiation parameters, to
evaluate safety techniques, and to advise regarding radiation protection needs. The individual shall: (1)
Be certified in the appropriate field by the American Board of Radiology, the American Board of
Health Physics, the American Board of Medical Physics or the American Board of Nuclear
Medicine Science; or (2) Hold a master’s or doctor’s degree in physics, biophysics, radiological
physics, health physics, or medical physics and have completed 1 year of documented, full time
training in the appropriate field and also 1 year of documented, full time work experience under
the supervision of a qualified expert in the appropriate field. To meet this requirement, the
individual shall have performed the tasks required of a qualified expert during the year of work
experience; or (3) Receive approval from the Department for specific activities.

(£98#102) "Quality factor" (Q) means the modifying factor (listed in Tables 1004(b).1 and
1004(b).2 of 10 CFR Part 20.1004 provided at the end of this Division) that is used to derive dose
equivalent from absorbed dose. HAsused-inthis Bivistonthequatity factors forconvertingabsorbed

(£99#103) "Quarter” means a period of time equal to one-fourth of the year observed by the
licensee, approximately 13 consecutive weeks, providing that the beginning of the first quarter in a year
coincides with the starting date of the year and that no day is omitted or duplicated in consecutive
quarters.

({#667104) "Rad" means the special unit of absorbed dose. One rad is equal to an absorbed dose of
100 erg per gram or 0.01 joule per kilogram (0.01 gray). See OAR 333-100-0070(2) for SI equivalent
gray.

(H64105) "Radiation” means: "

(a) Ionizing radiation including gamma rays, X-rays, alpha and beta particles, protons, neutrons,
and other atomic or nuclear particles or rays;

(b) Any electromagnetic radiation which can be generated during the operations of electronic
products and which the Agency has determined to present a biological hazard to the occupational or
public health and safety but does not include electromagnetic radiation which can be generated during
the operation of an electronic product licensed by the Federal Communications Commission;

(c) Any sonic, ultrasonic or infrasonic waves which are emitted from an electronic product as a
result of the operation of an electronic circuit in such product and which the Agency has determined to
present a biological hazard to the occupational or public health and safety.

({#624106) "Radiation area” means any area, accessible to individuals, in which radiation levels
could result in an individual receiving a dose equivalent in excess of 0.05 mSv (0.005 rem) in 1 hour at
30 centimeters from the source of radiation or from any surface that the radiation penetrates.

(£#637#107) "Radiation machine” means any device capable of producing radiation except those
which produce radiation only from radioactive material.

(f#64}108) "Radiation safety officer" means (a) an individual [one] who has the knowledge,
fandt responsibility, and authority to apply appropriate radiation protection rules; (b) the
representative of licensee management, authorized by the Agency, and listed on the specific license
as the radiation safety officer, who is responsible for the licensee’s radiation safety program.

((#654109) "Radioactive material” means any solid, liquid, or gas fwhich} that emits radiation
spontaneously. Radioactive material, as used in these rules, includes (a) byproduct material, as
defined in OAR 333-100-0005(19)(a), naturally occurring radioactive material, and accelerator
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produced material; and (b) source material and byproduct material, as defined in OAR 333-100-
0005(19)(b).

(110) “Radioactive waste” means radioactive material that is unwanted or is unusable, as
defined in Division 50 of OAR 345. No radioactive material may be disposed of in Oregon except
as provided in Division 50 of Chapter 345.

(H96+#111) "Radioactivity” means the transformation of unstable atomic nuclei by the emission of
radiation.

(HH7#112) "Reference Man" means a hypothetical aggregation of human physical and
physiological characteristics determined by international consensus. These characteristics may be used
by researchers and public health workers to standardize results of experiments and to relate biological
insult to a common base. A description of the Reference Man is contained in the International
Commission on Radiological Protection report, ICRP Publication 23, "Report of the Task Group on
Reference Man."

(H#98#113) "Registrant" means any person who is registered with the Agency and is legally
obligated to register with the Agency pursuant to these rules and the Act.

({#994114) "Registration" means the identification of any material or device emitting radiation, and
the owner of such material or device shall furnish information to the Agency in accordance with the
rules adopted by the Agency.

(H464115) "Regulations of the U.S. Department of Transportation" means the regulations in 49
CFR Parts 100-f64189 and Parts 390-397.

(F+#44116) "Rem" means the special unit of any of the quantities expressed as dose equivalent. The
dose equivalent rem is equal to the absorbed dose in rad multiplied by the quality factor (1 rem = 0.01
sievert).

(H42+#117) "Research and development" means (a) Theoretical analysis, exploration, or
experimentation; or (b) The extension of investigative findings and theories of a scientific or technical
nature into practical application for experimental and demonstration purposes, including the
experimental production and testing of models, devices, equipment, materials, and processes. Research
and development does not include the internal or external administration of radiation or radioactive
material to human beings.

(H#437118) "Respiratory protective equipment" means an apparatus, such as a respirator, used to
reduce an individual’s intake of airborne radioactive materials.

(H441119) "Restricted area" means an area to which access is limited by the licensee or registrant
for the purpose of protecting individuals against undue risks from exposure to sources of radiation. A
restricted area does not include areas used as residential quarters, but separate rooms in a residential
building may be set apart as a restricted area.

(H#451120) "Roentgen" means the special unit of exposure. One roentgen (R) equals £258E7F 2.58
x 10" Coulombs/kilogram of air (see "Exposure” and Division 120).

(H461121) "Sanitary sewerage" means a system of public sewers for carrying off waste water and
refuse, but excluding sewage treatment facilities, septic tanks, and leach fields owned or operated by the
licensee.

(FH+7#122) "Screening” means the use of a systematic approach to obtain cursory examinations of a
person or group of persons without regard to specific clinical indications.

(H187123) "Sealed source" means radioactive material that is fpermuanently bonded-orfixed}
encased in a capsule formmutrixf designed to prevent leakage or escape frefeaseand-dispersatf of the
radioactive material funderthe-most-severe-conditions-whichare-fikely-to-be-enconuntered-innormatuse
and-handlingf.
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(124) “Sealed Source and Device Registry” means the national registry that contains all the
registration certificates, generated y both the U.S. Nuclear Regulatory Commission and
Agreement States, that summarize the radiation safety information for sealed sources and devices
and describe the licensing and use conditions approved for the product.

(f4H94125) "Shallow dose equivalent” (H,), which applies to the external exposure of the skin or an
extremity, means the dose equivalent at a tissue depth of 0.007 centimeter (7 mg/cm?) averaged over an
area of 1 square centimeter.

(H#264126) "SI" means the abbreviation for the International System of Units.

(#24127) "Sievert" means the International System of Units (SI), unit of any of the quantities
expressed as dose equivalent. The dose equivalent in sievert is equal to the absorbed dose in gray
multiplied by the quality factor (1 Sv = 100 rem). See OAR 333-100-0070(2).

(f#221128) "Site boundary" means that line beyond which the land or property is not owned,
leased, or otherwise controlled by the licensee or registrant.

(H237129) "Source material" means furantum-orthorinm;orunycombination-thereof inuany
phystcatorchemicat-form;-orf material, in any physical or chemical form, including ores fwhicht

that contain by weight one-twentieth of one percent (0.05 percent) or more of uranium, thorium, or any
combination thereof. Source material does not include special nuclear material.

(f£244130) "Source material milling" means any activity that results in the production of byproduct
material, as defined by the definition in fsubsectionf OAR 333-100-005(1/179)(b) fofthisrutef,
“fbfByproduct material”.

(#25+131) "Source of radiation" means any radioactive material or any device or equipment
emitting, or capable of producing, radiation. Source of radiation, pursuant to this rule, includes, but is
not limited to, radiation facilities, radiation producing machines, radiation producing devices,
radioactive material sealed and unsealed form (normal form and special form), and radioactive material
uses.

({#26}132) "Special form radioactive material" means radioactive material fwhicht that satisfies
the following conditions:

(a) It is either a single solid piece or is contained in a sealed capsule that can be opened only by
destroying the capsule;

(b) The piece or capsule has at least one dimension not less than five millimeters ({64974 0.2
inch); and

(c) It satisfies the test requirements specified by the U.S. Nuclear Regulatory Commission. A
special form encapsulation designed in accordance with the U.S. Nuclear Regulatory Commission
requlrements in effect on June 30 1983 and constructed prlor to July 1, 1985 fmuy—contnme—to—be-med-

- and a special form
encapsulation designed in accordance with the Nuclear Regulatory Commission requirements in
effect on March 31. 1996, and constructed prior to April 1, 1998, may continue to be used. Any
other special form encapsulation either designed or constructed after April 1, 1998, must meet
requirements of this definition applicable at the time of its design or construction.

(H274133) "Special nuclear material" means:

(2) Plutonium, uranium-233, uranium enriched in the isotope 233 or in the isotope 235, and any
other material that the U.S. Nuclear Regulatory Commission, pursuant to the provisions of section 51 of
the Atomic Energy Act of 1954, as amended, determines to be special nuclear material, but does not
include source material; or

(b) Any material artificially enriched by any of the foregoing but does not include source material.

DRAFT 11 Division 100 July 15, 2002



(fc#134)"Special nuclear material in quantities not sufficient to form a critical mass" means
uranium enriched in the isotope U-235 in quantities not exceeding 350 grams of contained U-235;
uranium-233 in quantities not exceeding 200 grams; plutonium in quantities not exceeding 200 grams;
or any combination of them in accordance with the following formula: For each kind of special nuclear
material, determine the ratio between the quantity of that special nuclear material and the quantity
specified above for the same kind of special nuclear material. The sum of such ratios for all of the kinds
of special nuclear material in combination shall not exceed one (1). For example, the following
quantities in combination would not exceed the limitation and are within the formula: *

175 (grams contained U-235) + 50 (grams U-233) + 50 (grams Pu) _
350 200 200

(135) "'Specific activity of a radionuclide'’ means the radioactivity of the radionuclide per
unit mass of that nuclide. The specific activity of a material in which the radionuclide is essentially
uniformly distributed is the radioactivity per unit mass of the material.

(H£2871136) "Stochastic effect” means health effects that occur randomly and for which the
probability of the effect occurring, rather than its severity, is assumed to be a linear function of dose
without threshold. Hereditary effects and cancer incidence are examples of stochastic effects.

(H294137) "Supervision" as used in these rules, shall mean the responsibility for, and control of,
the application, quality, radiation safety and technical aspects of all sources of radiation possessed, used
and stored through authorization granted by the agency.

(H364138) "Survey" means an evaluation of the radiological conditions and potential hazards
incident to the production, use, transfer, release, disposal, or presence of sources of radiation. When
appropriate, such evaluation includes, but is not limited to, tests, physical examinations, and
measurements of levels of radiation or concentrations of radioactive material present.

(f£3147139) "Termination" means (a) the end of employment with the licensee or registrant or, in
the case of individuals not employed by the licensee or registrant, the end of work assignment in the
licensee’s or registrant’s restricted area in a given calendar quarter, without expectation or specific
scheduling of re-entry into the licensee’s or registrant’s restricted area during the remainder of that
calendar quarter or (b) the closure of a registered or licensed facility and conclusion of licensed or
registered activities, pursuant to a registration or specific license.

({1327#140) "Test" means the process of verifying compliance with an applicable rule.

(f1337141) "These rules,"” mean all parts of the Oregon Administrative Rules promulgated under
ORS 453.605 ftof through 453.807.

(H3#142) "Total effective dose equivalent” (TEDE) means the sum of the deep dose equivalent
for external exposures and the committed effective dose equivalent for internal exposures.

(H#3571143) "Total organ dose equivalent” (TODE) means the sum of the deep dose equivalent and
the committed dose equivalent to the organ receiving the highest dose as described in OAR
333-120-650(1)(d) fof theserutest.

(f1367144) "Transport index" means the dimensionless number (rounded up to the first decimal
place) placed on the label of a package to designate the degree of control to be exercised by the carrier
during transportation. The transport index is the number expressing the maximum radiation level in
millirem per hour at one meter from the external surface of the package.

(H374145) "U.S. Department of Energy” means the Department of Energy established by Public
Law 95-91, August 4, 1977, 91 Stat. 565, 42 U.S.C. 7101 et seq., to the extent that the Department
exercises functions formerly vested in the U.S. Atomic Energy Commission, its Chairman, members,
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officers and components and transferred to the U.S. Energy Research and Development Administration
and to the Administrator thereof pursuant to sections 104(b), (c) and (d) of the Energy Reorganization
Act of 1974 (Public Law 93-438, October 11, 1974, 88 Stat. 1233 at 1237 42 U.S.C. 5814, effective
January 19, 1975) and retransferred to the Secretary of Energy pursuant to section 301(a) of the
Department of Energy Organization Act (Public Law 95-91, August 4, 1977, 91 Stat. 565 at 577-578, 42
U.S.C. 7151, effective October 1, 1977).

(f#381146) "Unrefined and unprocessed ore” means ore in its natural form prior to any processing,
such as grinding, roasting, beneficiating, or refining.

NOTE: “Ore” refers to fuel cycle materials pursuant to 10 CFR Part 150.

({4391147) "Unrestricted area" means anfyf area, access to which is [not] neither limited nor
controlled by the licensee or registrant. fffFor purposes of fprotection-of individuats fromexposureto
radiation-and-rodioactive- matertatand-anyareaused-for residlentiaiquarters] these rules,
‘“uncontrolled area” is an equivalent term.

(148) "Uranium - depleted, enriched" (a) ''Depleted uranium' means uranium containing less
uranium-235 than the naturally occurring distribution of uranium isotopes; (b) ''Enriched
uranium" means uranium containing more uranium-235 than the naturally occurring distribution
of uranium isotopes.

(H464149) "Validation certificate" means the official document issued upon payment to the
Agency of the appropriate fee listed in Division 103 of these rules. The license or registration is subject
and void without the annual validation certificate.

(F##4+150) "Very high radiation area" means an area, accessible to individuals, in which radiation
levels could result in an individual receiving an absorbed dose in excess of 5 Gy (500 rad) in 1 hour at 1
meter from a source of radiation or from any surface that the radiation penetrates. (At very high doses
received at high dose rates, units of absorbed dose, gray and rad, are appropriate, rather than units of
dose equivalent, sievert and rem.)

(151) “Waste”” means radioactive waste.

(H43F152) "Week" means 7 consecutive days starting on Sunday.

(H441153) "Weighting factor” w for an organ or tissue (T) means the proportion of the risk of
stochastic effects resulting from irradiation of that organ or tissue to the total risk of stochastic effects
when the whole body is irradiated uniformly. For calculating the effective dose equivalent, the values of
Wy are:
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ORGAN DOSE WEIGHTING FACTORS

Organ or Tissue Wq

Gonads 0.25
Breast 0.15
Red Bone Marrow 0.12
Lung 0.12
Thyroid 0.03
Bone Surfaces 0.03

Remainder 0.30°
Whole Body 1.00°

¢ 0.30 results from 0.06 for each of 5 "remainder” organs, excluding the skin and the lens of the eye, that receive the highest
doses.

® For the purpose of weighting the external whole body dose, for adding it to the internal dose, a single weighting factor, wy =

1.0, has been specified. The use of other weighting factors for external exposure will be approved on a case-by-case basis until
such time as specific guidance is issued.

(H1457154) "Whole body" means, for purposes of external exposure, head, trunk including male
gonads, arms above the elbow, or legs above the knee.

(H#67155) "Worker" means an individual engaged in work under a license or registration issued by
the Agency and controlled by a licensee or registrant, but does not include the licensee or registrant.

(H#7#156) "Working level” (WL) means any combination of short-lived radon progeny in 1 liter of
air that will result in the ultimate emission of f#3E+5F 1.3 x 10° MeV of potential alpha particle
energy. The short-lived radon-222 progeny are polonium-218, lead-214, bismuth-214, and polonium-
214; and for radon-220 the progeny are: polonium-216, lead-212, bismuth-212, and polonium-212.

(H48F157) "Working level month" (WLM) means an exposure to 1 working level for 170 hours
(2,000 working hours per year divided by 12 months per year is approximately equal to 170 hours per
month.)

(f74#91158) "Year" means the period of time beginning in January used to determine compliance
with the provisions of these fregutationst rules. The licensee or registrant may change the starting date
of the year used to determine compliance by the licensee or registrant provided that the change is made
at the beginning of the year and that no day is omitted or duplicated in consecutive years.

Publications—TFhepublicationtsreferred : b pet it
terbefrom-theoffice of theHeatth-Division}

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605

DRAFT 14 Division 100 July 15, 2002



Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, {. & ef. 5-6-94; HD
1-1995, f. & cert. ef. 4-26-95

Additional Definitions
333-100-0010 Other definitions used only in a certain Division of these rules will be found in that

Division.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605 - 453.807
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 10-1987, f. & ef. 7-28-87; HD 1-1991, f. & cert. ef. 1-8-91

Interpretations

333-100-0015 Except as specifically authorized by the Agency in writing, no interpretation of the
meaning of these rules by any officer or employee of the Agency, other than a written interpretation, will
be recognized to be binding upon the Agency.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Prohibited Uses

333-100-0020 (1) Hand-held fluoroscopic screens unless they have been listed in the Registry of
Sealed Source and Devices or accepted for certification by the U.S. Food and Drug Administration,
Center for Devices and Radiological Health.

(2) Shoe-fitting fluoroscopic devices shall not be used.

(3) Sources of radiation shall not be used to expose any individual solely for training or
demonstration purposes.

(4) Sources of radiation shall not be used for the purpose of screening or inspecting individuals for
concealed weapons, hazardous materials, stolen property, illegal goods or contraband.

(5) No person shall intentionally apply or allow to be applied, either directly or indirectly, ionizing
radiation to human beings except by, or under the supervision of, persons licensed by the State of
Oregon to practice the healing arts and who are authorized to use radiation on humans. Notwithstanding
this restriction, the Agency recognizes practitioners of the healing arts to be as outlined in ORS 676.110,
that 1s:

(a) Podiatrists, Chiropractors, Dentists, Naturopath, Osteopaths, Physicians, and Veterinarians.

(b) Nurse Practitioners and Physician Assistants may prescribe x-ray when doing so within the
bounds of their independent rules.

(c) No person will be allowed to use x-ray producing equipment without first meeting the
requirements of 333-106-0045(7) or 333-106-0055.

(6) No person shall intentionally or unintentionally expose another individual to radiation other
than ionizing radiation in such a way as to adversely affect the health or safety of that individual.
Notwithstanding this restriction, the use of radiation other than jonizing radiation by persons licensed by
the State of Oregon to practice the healing arts and who are authorized to use radiation will be allowed.

(7) Dental units which are 50 kVp and below are prohibited from being sold, leased, transferred or
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lent.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635, 453.775
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 15-1994, f. & cert. ef. 5-6-94

Exemptions

333-100-0025 (1) General Provision. The Agency may, upon application or upon its own initiative,
grant such exemptions or exceptions from the requirements of these rules as it determines are authorized
by law and will not result in undue hazard to public health and safety or property.

(2) U.S. Department of Energy Contractors and U.S. Nuclear Regulatory Commission Contractors.
Any U.S. Department of Energy contractor or subcontractor and any U.S. Nuclear Regulatory
Commission contractor or subcontractor of the following categories operating within this state is exempt
from these rules to the extent that such contractor or subcontractor under his contract receives, possesses,
uses, transfers or acquires sources of radiation:

(a) Prime contractors performing work for the U.S. Department of Energy at U.S. Government-
owned or controlled sites, including the transportation of sources of radiation to or from such sites and
the performance of contract services during temporary interruptions of such transportation;

(b) Prime contractors of the U.S. Department of Energy performing research in, or development,
manufacture, storage, testing, or transportation of, atomic weapons or components thereof;

(c) Prime contractors of the U.S. Department of Energy using or operating nuclear reactors or other
nuclear devices in a United States Government-owned vehicle or vessel; and,

(d) Any other prime contractor or subcontractor of the U.S. Department of Energy of the U.S.
Nuclear Regulatory Commission when the state and the U.S. Nuclear Regulatory Commission jointly
determine:

(A) That the exemption of the prime contractor or subcontractor is authorized by law; and,

(B) That, under the terms of the contract or subcontract, there is adequate assurance that the work
thereunder can be accomplished without undue risk to the public health and safety.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-6-94

Additional Requirements

333-100-0030 The Agency may, by rule, regulation, or order, impose upon any licensee or
registrant such requirements in addition to those established in these rules as it deems appropriate or
necessary to minimize danger to public health and safety or property.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, {. & cert. ef. 1-8-91

Violations
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333-100-0035 An injunction or other court order may be obtained prohibiting any violation of any
provision of the Act or any rule or order issued thereunder. Any person who willfully violates any
provision of the Act or any rule or order issued thereunder may be guilty of a crime and, upon
conviction, may be punished by fine or imprisonment or both, as provided by ORS 453.990.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 431.990, 453.715
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Impounding
333-100-0040 Sources of radiation shall be subject to impounding pursuant to section 453.705 of
the Act.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.705
Hist.: HD 4-1985, f. & cert. ef. 3-20-85

Communications

333-100-0045 All communications and reports concerning these rules, and applications filed
thereunder, should be addressed to the Radiation Protection Services, Oregon State Health Division, 800
NE Oregon #21, Portland, OR 97232.

Stat. Auth.: ORS Ch. 453
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 15-1994, f. & cert. ef. 5-6-94

Severability
333-100-0050 Should any section, subsection, paragraph, sentence, clause or phrase of these rules
be declared unconstitutional or invalid for any reason, the remainder of these rules shall not be affected

thereby.

Stat. Auth.: ORS Ch. 453
Stats. Implemented: ORS 453.735
Hist.: HD 4-1985, f. & ef. 3-20-85

Records

333-100-0055 Each licensee and registrant shall maintain records showing the receipt, transfer, and
disposal of all sources of radiation. Additional record requirements are specified elsewhere in these
rules.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.695
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Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, {. & cert. ef. 1-8-91

Maintenance of records

333-100-0057 Each record required by this Division shall be legible throughout the retention
period specified by each Agency rule. The record may be the original or a reproduced copy or a
microform provided that the copy or microform is authenticated by authorized personnel and that
the microform is capable of producing a clear copy throughout the required retention period. The
record may also be stored in electronic media with the capability of producing legible, accurate,
and complete records during the required retention period. Records such as letters, drawings, and
specifications, must include all pertinent information such as stamps, initials, and signatures. The
licensee shall maintain adequate safeguards against tampering with and loss of records.

Inspections

333-100-0060 (1) Each licensee and registrant shall afford to the Agency at all reasonable times
opportunity to inspect sources of radiation and radioactive material and the premises and facilities
wherein such sources of radiation and radioactive material are used or stored.

(2) Each licensee and registrant shall make available to the Agency for inspection, upon reasonable
notice, records maintained pursuant to fthesef the rules in this Chapter.

(3) Within the available resources of the Agency, X-Ray Machine Registrants shall be inspected at
the following frequency based upon the class of X-Ray machine(s) registered:

Hospitals Every year
Radiologists Every year
Chiropractors Every two years
Osteopaths Every two years
Medical Every two years
Podiatry Every three years
Dental Every three years
Veterinary Every three years
Academic Every three years
Industrial Every three years

Notwithstanding the above, the Agency may inspect more frequently as deemed necessary to protect
public health and safety.
NOTE: Nothing in this section affects the fee schedule in ORS 453.670 for X-Ray machine
registrants.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.685, 453.761

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 16-1994, f. & ef. 6-27-94; HD
1-1995, f. & cert. ef. 4-26-95

Tests
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333-100-0065 Each licensee and registrant shall perform fapon-instructions from-theAgencyf, or
fshatt} permit the Agency to perform, such freasonablef tests as the Agency deems appropriate or

necessary for the administration of the rules in this Division and Divisions 101, 105, 106, 108, 109,
112, 113, 115, 116, 117, 119, and 121 of this Chapter including, but not limited to, tests of:

(1) Sources of radiation and radioactive material;

(2) Facilities wherein sources of radiation and radioactive material are used or stored;

(3) Radiation detection and monitoring instruments; and,

(4) Other equipment and devices used in connection with the utilization or storage of licensed or
registered sources of radiation and radioactive material.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.685, 453.752
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Units of Exposure and Dose

333-100-0070 The Metric Conversion Act of 1975 (PL 94-168) urged the increasing awareness and
use of the International System of Units (SI). The generally accepted regulatory values in the narrative
portions of this document are followed by the SI equivalents in parentheses. Where appropriate,
schedules and appendices are provided with notes concerning conversion factors. The inclusion of the SI
equivalent is for informational purposes only.

(1) The unit of exposure is the coulomb per kilogram (C/kg). One roentgen is equal to 2.58fF=
#7x10* coulomb per kilogram of air.

(2) The units of radiation dose are:

(a) Gray (Gy) is the SI unit of absorbed dose. One gray is equal to an absorbed dose of 1 joule per
kilogram (100 rad);

(b) Rad is the special unit of absorbed dose. One rad is equal to an absorbed dose of 100 erg per
gram or 0.01 joule per kilogram (0.01 Gy);

(c) Rem is the special unit of any of the quantities expressed as dose equivalent. The dose
equivalent in rem is equal to the absorbed dose in rad multiplied by the quality factor (1 rem = 0.01 Sv).

(d) Sievert is the SI unit of any of the quantities expressed as dose equivalent. The dose equivalent
in sievert is equal to the absorbed dose in gray multiplied by the quality factor (1 Sv = 100 rem).

(e) As used in these regulations, the quality factors for converting absorbed dose to dose equivalent
are shown in 10 CFR 20 part 20.1004 Table 1004 (b).1.

(3) If it is more convenient to measure the neutron fluence rate than to determine the neutron dose
equivalent rate in rem per hour or sieverts per hour, as provided in paragraph (b) of this section, 1 rem
(0.01 Sv) of neutron radiation of unknown energies may, for purposes of the regulations in this part, be
assumed to result from a total fluence of 25 million neutrons per square centimeter incident upon the
body. If sufficient information exists to estimate the approximate energy distribution of the neutrons, the
licensee may use the fluence rate per unit dose equivalent or the appropriate Q value from 10 CFR 20
part 20.1004 Table 1004(b).2 (at the end of this division) to convert a measured tissue dose in gray or
rad to dose equivalent in sievert rem.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 1-1991, f. & ef. 1-8-91; HD 15-1994, {. & cert. ef. 5-6-94
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Deliberate Misconduct

333-100-0080 (1) Any licensee or any employee of a licensee; and any contractor (including a
supplier or consultant), subcontractor, or any employee of a contractor or subcontractor, of any
licensee, who knowingly provides to any licensee, contractor, or subcontractor, components,
equipment, materials, or other goods or services, that relate to a licensee’s activities subject to this
part; may not:

(a) Engage in deliberate misconduct that causes or, but for detection, would have caused, a
licensee to be in violation of any rule, regulation, or order, or any term, condition, or limitation of
any license, issued by the Agency, or

(b) Deliberately submit to the Agency, a licensee, or a licensee’s contractor or subcontractor,
information that the person submitting the information knows to be incomplete or inaccurate in
some respect material to the Agency.

(2) A person who violates paragraph (1)(a) or (1)(b) of this rule may be subject to
enforcement action in accordance with OAR 333-100-0035.

(¢) For purposes of paragraph (1)(a) of this rule, deliberate misconduct by a person means an
intentional act or omission that the person knows:

(1) Would cause a licensee to be in violation of any rule, regulation, or order, or any term,
condition, or limitation, of any license issued by the Agency, or

(2) Constitutes a violation of a requirement, procedure, instruction, contract, purchase order
or policy of a licensee, contractor, or subcontractor.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD
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CHAPTER 333, DIVISION 101 - HEALTH DIVISION

DIVISION 101

REGISTRATION OF RADIATION
MACHINES, GENERAL LICENSE RADIOACTIVE MATERIALS,
LICENSING OF RADIATION SERVICES,
AND ACCREDITATION OF HOSPITAL RADIOLOGY INSPECTORS

Purpose and Scope

333-101-0001 (1) This Division provides for the registration of radiation machines, general license
radioactive materials, and for the licensing of persons providing radiation machine, radioactive material,
or tanning installation, consultation, servicing, and/or services, and hospital radiology inspectors
performing hospital X-ray machine inspections, unless such activities are subject to other Divisions of
these Rules.

(2) In addition to the requirements of this Division, all licensees, registrants, and accredited
individuals are subject to the applicable provisions of other portions of these rules.

e, I

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605 - 453.807

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, f. & ef. 5-6-94; HD
1-1995, f. & ef. 4-26-95; HD 1-1996, f. & cert. ef. 7-1-96

Definitions

333-101-0003 (1) "Facility" means the location, building, vehicle, or complex under one
administrative control, at which one or more devices or sources of radiation (X-ray, radioactive
materials, or non-ionizing radiation) are installed.

(2) “Health Physics Consultant” means a person, business, facility, or institution providing
health physics knowledge and skills for a fee. A health physics consultant may not use or possess
radioactive material without specific license authorization pursuant to OAR 333-102-200.

(3)"'Storage" means a condition in which a device or source is not being used for an extended
period of time, and has been made inoperable.

(4) “Vendor”” means a person, business, facility, or institution providing a product or service
for a fee. Radiation vendors include machine salespersons, repair and technical personnel, or
marketing representatives who sell, demonstrate, or market x-ray machines or tanning beds and
provide advice, consultation, service, or technical information to registrants.

Application for Registration of Radiation Machines

333-101-0005 No X-ray machine shall be operated on or after July 1, 1996 unless the machine has
a valid X-ray machine registration. Each person having a radiation machine shall:

(1) Apply, in writing, for registration of such machines with the Agency prior to the operation of a
radiation machine. All operable radiation machines must be registered and the appropriate fee, which is
listed in Division 103 of these rules, must be paid. Hospitals wishing to register any radiation machine shall
meet the additional requirements of OAR 333-101-0200. To avoid radiation machine registration and fees,
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the X-ray tube must be removed or the machine must be disassembled. Application for registration shall
be completed on forms furnished by the Agency and shall contain the following information or such other
information as may be required:

(a) Name of the owner or person having administrative control and responsibility for use. "Person”
is defined in OAR 333-100-0005 to include "organization";

(b) Address and telephone number where the machine is located and used except that a central
headquarters address may be given for a mobile machine used at various temporary field locations;

(¢) A description of the type, model and control panel serial number of the radiation machine (state
LD. number if issued) and its rated capacity in peak kilovolts and maximum milliamperes;

(d) A description of the use (dental, medical, industrial, veterinary, research, etc.) of the machine;

(e) Date of application and signature of registrant;

(f) The individual and the signature of the individual designated under OAR 333-101-0005(3);

(g) If the facility is mobile, the geographic areas within the state to be covered;

(h) Name of the radiation machine supplier, installer and service agent.

(2) The registrant shall notify the Agency within 30 days of any change which increases the radiation
output or rating of the radiation machine or of any other change which renders the information required
in section (1) of this rule no longer accurate.

(3) When required by the Agency, the registrant shall designate an individual who will be responsible
for radiation protection for the machine. Such individual shall:

(a) Be qualified by training and experience concerning all hazards and precautions involved in
operating the machine for which he or she is responsible;

(b) Recommend a detailed program of radiation safety for effective compliance with the applicable
requirements of these rules;

(c) Give instructions concerning hazards and safety practices to individuals who may be
occupationally exposed to radiation from the machine; and

(d) Make surveys and carry out other procedures as required by these rules.

(4) When, in the opinion of the Agency, the individual designated to be responsible for radiation
safety does not have qualifications sufficient to insure safe use of the machine for which he or she is
responsible, the Agency may order the registrant to designate another individual who meets the
requirements of this Division.

(5) Each registrant shall prohibit any person from furnishing radiation machine servicing or services
as described in OAR 333-101-0020(4) to his radiation machine facility until such person provides evidence
that he has been licensed with the Agency as a provider of services in accordance with OAR 333-101-0020.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.655, 453.752, 453.754

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, {. & ef. 5-6-94; HD
1-1996, f. & cert. ef. 7-1-96

Application for General License Registration for Radioactive Materials Gauges, In Vitro Testing,
Source Material, Reference and Calibration Sources, and Reciprocal Recognition of Specific
Radioactive Materials License

333-101-0007 Except for specific licensees granted a general license under OAR 333-102-0340 for
reciprocal use of specific license radioactive material, each person, pursuant to OAR 333-102-0103, 333-
102-0115(1), 333-102-0125, or 333-102-0130, having general license radioactive material shall:

(1) Apply for registration of such materials with the Agency within thirty (30) days of possession of
such device, in vitro radioactive material used for testing, or source material. Application for registration
shall be completed on forms furnished by the Agency and shall include the name of the general license
supplier, installer, and service agent.
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(2) The general license registrant shall notify the Agency within thirty (30) days of any change in
information required in section (1) of this rule.

(3) Each general license registrant shall prohibit any person from furnishing servicing or services to
any general license device until such person provides evidence that the servicing agent has been registered
with the Agency as a provider of services in accordance with OAR 333-101-0020.

(4) Each general license granted pursuant to OAR 333-102-0340 shall provide the specific
information required pursuant to that rule.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.655, 453.665
Hist.: HD 1-1995, f. & cert. ef. 4-26-95

Exemptions

333-101-0010 (1) Electronic equipment that produces radiation incidental to its operation for other
purposes is exempt from the registration and notification requirements of this Division, providing dose
equivalent rate averaged over an area of 10 square centimeters does not exceed fG-5mithirem-(5pSvit 5
pSv (0.5 millirem) per hour at five centimeters from any accessible surface of such equipment. The
production, testing or factory servicing of such equipment shall not be exempt.

(2) Radiation machines while in transit or inoperable are exempt from the requirements of this
Division. For the purposes of registration and fees, the Agency considers an X-ray unit to be inoperable
only if the machine’s X-ray tube (insert) has been removed or the machine disassembled. With the X-ray
tube in place, and the machine assembled, the unit is considered to be operable. If a machine is "in
storage,” it must be registered and charged a registration fee. However, an inoperable" machine need not
be registered or assessed a fee.

(3) Domestic television receivers are exempt from the requirements of this Division.

(4) Electron microscopes are exempt from the requirements of this Division, provided that the dose
equivalent rate, averaged over an area of 10 square centimeters, does not exceed fO-5miftirem(55v)F 5§
pSv (0.5 millirem) per hour at five centimeters from any accessible surface of the equipment.

NOTE: Electron microscope: A type of microscope which uses electrons to produce magnified

images and may therefore produce ionizing radiation incidental to its use.

(5) Electron beam welding machines and electron beam furnaces are exempt from the requirements
of this Division, provided that the dose equivalent rate, averaged over an area of 10 square centimeters,
does not exceed fO-5mithirem(5SviF 5 pSv (0.5 millirem ) per hour at five centimeters from any
accessible surface of the equipment.

(6) Persons licensed under OAR 333-102-0200 or equivalent specific licenses rules under an
Agreement State or the U.S. Nuclear Regulatory Commission are exempt from this requirement.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, f. & ef. 5-6-94; HD
1-1995, f. & cert. ef. 4-26-95

Transfer or Disposal of Radiation Producing Machines or Equipment
333-101-0015 Whenever radiation producing machines or equipment, including general license
devices containing radioactive material, are transferred or disposed of, the Agency shall be notified in
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writing by the registrant within 30 days of the date of such transfer or disposal, and include the name and
address of the person to whom it was transferred or its final disposition.

NOTE: General License radioactive materials can only be transferred pursuant to requirements

in OAR 333-102.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 1-1995, {. & cert. ef. 4-26-95

Application for License of Sales, Services, Consultation, and Servicing For Radiation Machines

333-101-0020 (1) Each person who is engaged in the business of selling, leasing, transferring,
lending, installing or offering to install radiation machines or tanning beds, or is engaged in the business
of furnishing or offering to furnish radiation machine, radioactive material (unless such activities are
authorized under a specific license), or tanning servicing or services in this state, shall apply for license
of such services with the Agency within 30 days following the effective date of this rule or thereafter prior
to furnishing or offering to furnish any such services.

(2) Application for a license shall be completed on forms furnished by the Agency and shall contain
the following information or such other information as may be required:

(a) Name, address and telephone number of the following:

(A) The individual or the company to be licensed;

(B) The owner(s) of the company.

(b) The services which are to be provided;

(c) The area of the state and other states to be covered;

(d) A list of the individuals qualified to provide these services;

(e) The date of application and signature of the individual responsible for the company, beneath a
statement of the items specified in OAR 333-101-0020(3).

(3) Each person applying for license under this Division shall specify:

(a) That they have read and understand the requirements of these rules;

(b) The services for which they are applying for license;

(c) The training and experience that qualify them or their technical staff to discharge the services for
which they are applying for license;

(A) Training for radiation machine vendors shall include, but shall not be limited to, a minimum of
20 formal hours in radiation use and safety.

(B) Subjects to be covered shall include but not be limited to:

(i) Nature of X-rays;

(i1) Radiation units;

(iii) Biological effects of X-ray radiation;

(iv) Principals of radiation protection;

(v) Radiation survey instruments;

(vi) Personnel monitoring equipment; and

(vii) Applicable radiation regulations.

(d) The type of measurement instruments to be used, frequency of cahbratlon source of calibration;
and

(e) The type of personnel dosimeters supplied, frequency of reading and replacement or exchange
schedule;

(4) All radiation machine vendors shall have measurement instruments that will assure compliance
with all X-ray machine, or tanning bed installation requirements according to all applicable federal stan-
dards, as well as instruments to properly check items such as collimation, HVL, kVp, mA, time, and
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radiation output, or assure these tests are made by a qualified expert, and that the information is included
in the installation report.

(5) For the purpose of OAR 333-101-0020, services may include but shall not be limited to:

(a) Installation and/or servicing of radiation machines and associated radiation machine components;

(b) Calibration of radiation machines or radiation measurement instruments or devices;

(c) Radiation protection or health physics consultations or surveys; and

(d) Personnel dosimetry services (not otherwise licensed under these rules).

(6) No individual shall perform services that are not specifically stated for that individual on the
notice of licensure (certificate of validation or acknowledgment of validation) issued by the Agency.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.655

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, {. & ef. 5-6-94; HD
1-1995, f. & cert. ef. 4-26-95

Application for License of Sales, Consulting Services, and Servicing for Radioactive Materials
Devices under General License

333-101-0023 (1) Each person who is engaged in the business of selling, installing, surveying,
consulting, training, or servicing radioactive material in general license measuring, gauging, or controlling
devices, or selling In Vitro testing kits, or source material, or is engaged in the business of furnishing or
offering to furnish radioactive material consulting services in this state, shall apply for license of such
services with the Agency within 30 days following the effective date of this rule or thereafter prior to
furnishing or offering to furnish any such services.

(2) Application for a license shall be completed on forms furnished by the Agency.

(3) Each person applying for license under this Division shall specify:

(a) That they have read and understand the requirements of these rules;

(b) The services for which they are applying for license;

(¢) The training and experience that qualify them or their technical staff to discharge the services for
which they are applying for license;

(4) All vendors shall have measurement instruments that will assure compliance with all applicable
standards, as well as instruments to properly check items such as collimation, time, and radiation output,
or assure these tests are made by a qualified expert, and that the information is included in the installation
report.

(5) For the purpose of OAR 333-101-0020, services may include but shall not be limited to:

(a) Installation and/or servicing of radiation machines and associated radiation machine components;

(b) Calibration of general license radioactive material used for measuring, gauging, or controlling;

(c) Radiation protection or health physics consultations or surveys; and

(d) Personnel dosimetry services (not otherwise licensed under these rules).

(6) No individual shall perform services that are not specifically stated for that individual on the
license application (certificate of validation or acknowledgment of validation) issued by the Agency.

(7) Persons licensed under OAR 333-102-0200 (specific radioactive materials license) are exempt
from the requirements of this rule at the location where that license was issued.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.655, 453.665
Hist.: HD 1-1995, . & cert. ef. 4-26-95
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Out-of-State Radiation Machines

333-101-0025 (1) Whenever any radiation machine is to be brought into the state, for any temporary
use, the person proposing to bring such machine into the state shall give written notice to the Agency (at
least two working days) before such machine is to be used in the state. The notice shall include:

(a) The type of radiation machine;

(b) The nature, duration and scope of use;

(c) The exact location(s) where the radiation machine is to be used; and

(d) The States in which this machine is registered.

(2) If for a specific case, the two working-day period would impose an undue hardship on the person,
upon application to the Agency, permission to proceed sooner may be granted.

(3) The person referred to in OAR 333-101-0025(1) shall:

(a) Comply with all applicable rules of the Agency;

(b) Supply the Agency with such other information as the Agency may reasonably request; and

(c) Not operate within the state on a temporary basis in excess of 180 calendar days per year.

(4) Notwithstanding OAR 333-101-0025(1), (2), and (3), registered general licenses for out-of-state
radioactive material under specific license may be brought into the state for use at temporary job sites only
under the provisions of OAR 333-102-0340.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.655, 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Additional Requirements
333-101-0030 [HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]

Issuance of Notice of Registration for X-ray Machines

333-101-0035 (1) Upon a determination that an applicant meets the requirements of the rules, the
Agency shall issue a registration and/or a validation certificate.

(2) The Agency may incorporate in the notice of registration at the time of issuance or thereafter by
appropriate rule, regulation or order, such additional requirements and conditions with respect to the
registrant’s receipt, possession, use and transfer of radiation machines as it deems appropriate or necessary.

(3) Prior to issuance of an X-ray machine registration to a hospital, the X-ray machine will be
approved by an X-ray machine inspector employed by the Agency, or inspected by an accredited radiology
inspector.

(4) Prior to issuance of an X-ray machine registration to a facility other than a hospital, the X-ray
machine shall be approved by an X-ray machine inspector employed by the Agency.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.655, 453.752
Hist.: HD 1-1991, f. & ef. 1-8-91; HD 1-1996, f. & cert. ef. 7-1-96

Expiration of Notice of Registration

333-101-0040 (1) Except as provided by OAR 333-101-0045(2) each notice of registration shall
expire at the end of the specified day in the month and year stated therein.

(2) An X-ray machine registration shall terminate if the X-ray machine is relocated for use in a
physical surrounding other than the physical surrounding it occupied when originally registered.
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Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.761
Hist.: HD 1-1991, f. & ef. 1-8-91; HD 1-1996, f. & cert. ef. 7-1-96

Renewal of Notice of Registration

333-101-0045 (1) Application for renewal of registration shall be filed in accordance with OAR 333-
101-0005 or 333-101-0020.

(2) In any case in which a registrant has filed an application in proper form for renewal, not less than
30 days prior to the expiration of his existing notice of registration, such existing notice of registration shall
not expire until the application status has been determined by the Agency.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.754
Hist.: HD 1-1991, f. & ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-6-94

Report of Changes

333-101-0050 The registrant shall notify the Agency in writing before making any change which
would render the information contained in the application for registration and/or the notice of registration
no longer accurate.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.754
Hist.: HD 1-1991, f. & cert. ef. 1-8-91

Approval Not Implied
333-101-0055 (1) No person, in any advertisement, shall refer to the fact that their facility is
registered with the Agency pursuant to the provisions of OAR 333-101-0005 or 333-101-0020 and no
person shall state or imply that any activity under such registration has been approved by the Agency.
(2) No person shall refer to any rule, or state or imply rules in any advertisement without citing the
exact wording of the rule in its entirety.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625
Hist.: HD 1-1991, f. & cert. ef. 1-8-91

Assembler and/or Transfer Obligation

333-101-0060 (1) Any person who sells, leases, transfers, lends, disposes, assembles or installs
radiation machines in this state shall notify the Agency within 15 days of:

(a) The name and address of persons who have received these machines;

(b) The manufacturer, model and serial number of each radiation machine transferred; and

(c) The date of transfer of each radiation machine.

(2) No person shall make, sell, lease, transfer, lend, assemble or install radiation machines or the
supplies used in connection with such machines unless such supplies and equipment when properly placed
in operation and used shall meet the requirements of these rules.

(3) In the case of diagnostic X-ray systems which contain certified components, a copy of the
assembler’s report prepared in compliance with requirements of the federal diagnostic X-ray standard (21
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CFR 1020.30(d)) shall be submitted to the Agency within 15 days following completion of the assembly.
Such report shall suffice in lieu of any other report by the assembler.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.655
Hist.: HD 1-1991, f. & cert. ef. 1-8-91

X-ray Machine Registration Fee Proration

333-101-0070 (1) Not withstanding the registration requirements of Division 103 of these rules, the
Agency shall, at the written request of the X-ray machine owner, adjust the registration expiration date of
any X-ray machine to coincide with the registration expiration date of other X-ray machines currently
registered to the machine owner.

(2) When requested in writing the Agency shall prorate the registration fee according to the
following:

(a) If a machine is registered for 19 to 24 months in a biennium, the registration fee shall be 100
percent;

(b) If a machine is registered for 13 to 18 months in a biennium the registration fee shall be 75
percent;

(c) If a machine is registered for 7 to 12 months in a biennium the registration fee shall be 50 percent;

(d) If a machine is registered for 1 day to 6 months in a biennium the registration fee shall be 25
percent.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.761
Hist.: NEW

X-ray Machine Registration Denial

333-101-0080 (1) The Agency may deny the registration or may grant a provisional registration
permitting temporary operation pending compliance with Agency standards for any of the following:

(a) The X-ray machine does not comply with one or more standards adopted by rule by the Agency;

(b) The equipment associated with the operation of the X-ray machine does not comply with one or
more standards adopted by rule by the Agency;

(c) The physical surroundings associated with the operation of the X-ray machine does not comply
with one or more standards adopted by rule by the Agency.

(2) The Agency may deny, condition, suspend or revoke a X-ray machine registration if the Agency
believes that the X-ray machine or the physical surroundings or the equipment used in conjunction with
the operation of the X-ray machine presents a danger to the health or safety of the operator or the public.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.761
Hist.: NEW

Investigation and Civil Penalty

333-101-0090 (1) If after an investigation by an Agency-employed X-ray machine inspector, the
Agency has reason to believe that an act prohibited by Division 101 of these rules has been committed, the
Agency may impose a civil penalty not to exceed $5,000. The Agency reserves the right to pursue other
remedies against alleged violators and may take any other disciplinary action at its discretion that it finds
proper.
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(2) In establishing the amount of the penalty for each violation, the Agency shall consider, but not
be limited to, the following factors:

(a) The gravity and magnitude of the violation.

(b) The person’s, as defined in OAR 333-100-0005(89), previous record of complying or failing to
comply with Division 101 of these rules.

(c) The person/company’s history in taking all feasible steps or in following all procedures necessary
or appropriate to correct the violation; and

(d) Such other considerations as the Agency may consider appropriate.

(3) Civil penalties shall be imposed in the manner provided by ORS 183.090.

Stat. Auth.: ORS Ch. 453.685 - 453.807
Stats. Implemented: ORS 453.771
Hist.: NEW

Hospital X-ray Machine Registration

333-101-0200 (1) Prior to issuance of an X-ray machine registration to a hospital, the X-ray machine
shall be approved by an X-ray machine inspector employed by the Agency or inspected by an Agency-
accredited hospital radiology inspector, and;

(2) If inspection is performed by an accredited hospital radiology inspector, the test results must be
reviewed and approved by the Agency, and;

(3) All standards adopted by rule of the Agency are met, and;

(4) A properly completed registration application has been submitted by the X-ray machine owner,
and;

(5) All required fees have been paid.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.752
Hist.: NEW

Hospital Radiology Inspector

333-101-0210 An accredited hospital radiology inspector is an individual who has a combination of
education and experience as indicated in OAR 333-101-0220. This individual must have been tested on
knowledge of Agency radiation rules governing the X-ray machine inspection program, including but not
limited to, safety requirements and inspection procedures. Those individuals with current accreditation are
then allowed at a participating hospital’s request, to complete the annual Agency radiation inspection.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.780
Hist.: NEW

Hospital Radiology Inspector Qualifications

333-101-0220 (1) All applicants for licensure as hospital radiology inspectors shall possess at a
minimum one of the following combinations of education and experience:

(2) One year of experience using X-ray machines and associated auxiliary equipment, and at least one
of the following;

(A) Certification by the American Board of Radiology or the American Board of Health Physics;

(B) A doctoral degree in a physical or biological science; or
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(C) A doctor of medicine degree or a degree recognized by the Agency as an equally qualified health
professional degree.

(b) Two years of experience using X-ray machines and associated auxiliary equipment, and a master’s
degree in a physical or biological science.

(c) Four years of experience using X-ray machines and associated auxiliary equipment, and a
bachelor’s degree in a physical or biological science.

(d) Six years of experience using X-ray machines and associated auxiliary equipment, and an
associate’s degree in a physical or biological science.

(2) Experience of an applicant includes, but is not limited to, measuring ionizing radiation, evaluating
radiation safety and documenting radiation protection needs in a diagnostic radiology setting.

(3) In addition to meeting the education and experience requirements of this section, applicants shall
be tested on knowledge of Agency rules governing the X-ray machine inspection program, including but
not limited to, safety requirements and inspection procedures.

(4) Applicants shall also complete such additional written or practical testing as the Agency may
require.

(5) An accreditation shall not be issued or renewed to an applicant unless the applicant has paid all
required fees.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.780
Hist.: NEW

Hospital Radiology Inspector Testing

333-101-0230 (1) The Agency shall offer quarterly examinations for licensure. A schedule of
examination dates and times will be available upon request. The Agency reserves the right to alter or adjust
examination dates, times and locations as it deems necessary and will notify applicants whenever possible.

(2) Testing will be done by the Agency or the Agency’s representative and upon passing the test, the
Agency will issue a radiology inspector accreditation.

(3) Applicants shall qualify for examination upon compliance with all applicable provisions of OAR
333-101-0020. Applicants shall not be allowed to sit for the examination if documentation is incomplete
or incorrect.

(4) Documentation shall be submitted to the Agency office within seven days of the examination
date. No accreditation will be issued without proper documentation.

(5) Applicants providing documentation to the Agency shall submit the official transcript in a sealed
envelope, issued from the school or training organization. The school shall attest to the documents
authenticity and accuracy.

(6) Applicants taking the examination must present photographic identification, such as a driver’s
license, before sitting for the examination.

(7) Each applicant shall complete a written examination to test the applicant’s knowledge in the
following subjects:

(a) Licensure and registration requirements and applicable radiation rules including:

(A) Registrant’s administrative responsibilities,

(B) Registrant’s X-ray machine operator responsibilities,

(C) Registrant’s X-ray machine responsibilities,

(D) Registrant’s responsibilities regarding film, film processing, and all quality control related to the
hospital radiology department,

(E) Hospital radiology inspector responsibilities;

(b) Agency inspection procedures and practice application;

(c) The basic principles of radiation safety;
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(d) Inspection equipment and tools.
(8) The applicant must pass the examination by a score of at least 75 percent.
(9) All examinations shall be prescheduled.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.780
Hist.: NEW

Hospital Radiology Inspector Accreditation

333-101-0240 (1) Accreditation as a radiology inspector shall be valid for two years and shall expire
in the second year on the last day of the month of issuance unless renewed.

(2) An accreditation may be renewed if the radiology inspector has complied with the continuing
education requirements specified in OAR 333-101-0260 and has paid the renewal fee.

(3) An accreditation for the current period shall be provided by the Agency.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.785
Hist.: NEW

Hospital Radiology Inspector Accreditation Revocation
333-101-0250 The Agency may condition, suspend, revoke or refuse to renew accreditation of a
radiology inspector for the following reasons:
(1) Knowingly falsifying information included on the inspection report form supplied by the Agency.
(2) Substantially failing to comply with Agency procedures.
(3) Failing to meet Agency accuracy requirements.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.790
Hist.: NEW

Hospital Radiology Inspector Continuing Education

333-101-0260 (1) Each radiology inspector requesting an accreditation renewal shall complete 10
clock hours of continuing education every two years from the date of accreditation to qualify for renewal
of accreditation.

(2) Accreditation will not be renewed without receipt of the required continuing education report,
by the Agency.

(3) Accredited hospital radiology inspectors failing to obtain 10 clock hours of continuing education
every two years, must reapply, complete 5 hours of continuing education for the current year, and
successfully pass a written examination.

(4) Continuing education includes attendance or participation at a radiology instructional program
presented, organized or under the auspices of any organization or association. For example, lectures, post-
secondary school, or post-graduate courses, scientific sessions at conventions, or correspondence courses.

(5) Subject matter shall be related to the law and rules regulating hospital radiology inspectors, and
the regulatory concept pertaining to radiation machines and their use in the State of Oregon.

(6) Documentation shall include the name of the sponsoring institution/association or organization,
title of presentation, description of content, name of instructor or presenter, date, clock hours, and a
statement of attendance or completion provided by the sponsor.
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(7) Submission to the Agency of proof of participation in continuing education is the responsibility
of the hospital radiology inspector. Such proof shall be held by the hospital accredited radiology inspector
until submitted to the Agency biennially at the time of renewal.

(8) Hours obtained in excess of the 10 required for each two-year period shall not be carried forward
as credit for the subsequent two-year continuing education requirement.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.785 & 795
Hist.: NEW

Hospital Responsibilities Re: X-ray Machines

333-101-0270 Each hospital that is utilizing the services of an accredited radiology inspector shall
comply with the following and any other applicable sections of these rules:

(1) Contact the Agency, in writing, for information and authorization which shall allow the hospital
to use the services of an accredited radiology inspector.

(a) Contact must be made three months prior to the facility’s one year inspection due date or before
May 1 of each renewal year by the registrant.

(b) Contact with the Agency must be remade and a new authorization given by the Agency for every
renewal period.

(2) Continually have available the services of an accredited radiology inspector or notify the Agency
if they have terminated the services of the accredited radiology inspector.

(3) Records of safety inspections shall be dept for two years after completion of the last inspection.

(4) Have procedures in place and followed which comply with all applicable parts of Divisions 100,
101, 106, 109, 111, and 120 of these rules.

(5) Have an inspection and safety program in place which complies with all applicable parts of
Divisions 100, 101, 106, 109, 111 and 120 of these rules.

(6) Make records, X-ray machines, and related equipment available for inspection by the Agency
during normal working hours.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.775
Hist.: NEW

Agency Responsibilities Regarding the Radiology Inspection

333-101-0280 The Agency responsibilities shall include the following as well as other applicable
sections of these rules:

(1) Do annual audits of hospital programs to monitor accredited radiology inspector results and to
monitor changes in the performance of registered X-ray machines during the registration period.

(2) Evaluate registrant test results provided by the accredited radiology inspectors.

(3) Grant or deny X-ray machine registrations, accreditation of hospital radiology inspectors and issue
documents of registration and accreditation.

(4) Deny, condition, suspend, or revoke an X-ray machine registration or radiology inspector
accreditation.

(5) Grant a provisional registration permitting temporary operation pending compliance with Agency
standards.

(6) Investigate any alleged prohibited act and resolve complaints against accredited radiology
inspectors and their employers.

(7) Impose civil penalties.
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(8) Develop programs to evaluate hazards associated with the use of X-ray machines.

(9) Develop testing, training and continued education standards for accreditation of radiology
inspectors.

(10) Promulgate standards and make regulations relating to the registration of X-ray machines,
accreditation of radiology inspectors, X-ray machine operation, physical surroundings and equipment
related to the operation of the X-ray machines, operator training, and approved X-ray machine operating
practices.

(11) Test applicants for radiology inspector accreditation.

(12) Collect and disseminate information relating to X-ray machine users.

(13) Provide technical assistance and safety information to X-ray machine users.

Stat. Auth.: 453.605 - 453.807
Stats. Implemented: ORS 453.795
Hist.: NEW

Accredited Hospital Radiology Inspector Responsibilities

333-101-0290 The accredited radiology inspector’s responsibilities shall include the following and
compliance with any other applicable sections of these rules:

(1) Be currently accredited by the Agency as an accredited hospital radiology inspector.

(2) Each accredited hospital radiology inspector conducting a registration inspection on a hospital
X-ray machine shall collect information and do tests in the manner required by the Agency.

(3) Each accredited hospital radiology inspector shall make calculations in the manner prescribed by
the Agency and shall enter the results and such other information as the Agency may require, on a form
provided by the Agency.

(4) Each accredited hospital radiology inspector shall make all inspection records and results
available for audit or investigation by Agency inspectors.

(5) Accredited hospital radiology inspectors shall not misrepresent in any way, a device identifying
an X-ray machine registration.

(6) Accredited hospital radiology inspectors shall not alter, obscure, deface, or remove a device
identifying registration of an X-ray machine.

(7) Accredited hospital radiology inspectors shall possess equipment appropriate and capable of
doing the testing, monitoring, etc., required by applicable Agency standards.

(8) Assure all X-ray output and scatter radiation monitoring equipment have been calibrated within
the past 12 months with X-rays in the same energy range as the diagnostic equipment being evaluated.
Such calibration must be traceable to the National Institute of Standards and Technology (NIST).

Stat. Auth.: 453.605 - 453.807

Stats. Implemented: ORS 453.766, 453.775, 453.780
Hist.:
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DIVISION 102

LICENSING OF RADIOACTIVE MATERIAL

Purpose and Scope
333-102-0001 (1) This Division prescribes rules applicable to all persons in the State of
Oregon governing licensing of radioactive material, and for exemptions from licensing

requirements. [and-Pivistons 1050135116 H7ond H8of theserutes, provide forthe
Hieensingof radioactive-muaterial:] No person shall receive, produce, possess, use, transfer, own or

acquire radioactive material except as authorized in a specific or general license fisswed} pursuant to
this Division or Divisions 105, f#6:F 113, 115, 116, forf 117, or 121 of ftheserutes} this Chapter [;
orusotherwise provided-inthese Divisions].

(2) In addition to the requirements of Division 102, all [radfoactive-muaterial] licensees are
subject to applicable fthef requirements foff in Divisions 100, 103, 111, 118, and 120 of [these-rules]
this Chapter. The requirements of this Division are in addition to, and not in substitution for,
other requirements of this Chapter. In any conflict between the requirements in this Division
and a specific requirement in another Division of the rules in this chapter, the specific
requirement governs. [-fnaddition:

(3) This Division establishes general licenses for the possession and use of source material
and depleted uranium, for radioactive material contained in certain items, and for ownership of
radioactive material.

(4) This Division gives notice to all persons who knowingly provide to any licensee,
contractor, or subcontractor, components, equipment, materials, or other goods or services, that
relate to a licensee’s activities subject to this Division, that they may be individually subject to
Agency actions pursuant to OAR 333-100-035 or 333-100-040.

(5) This Division prescribes requirements for the issuance of specific licenses to persons who
manufacture or initially transfer items containing radioactive material for sale or distribution to
persons granted a general license by this Division or to persons authorized by the US Nuclear
Regulatory Commission to distribute to persons exempted from licensing requirements, and it
prescribes certain rules governing holders of these licenses. In addition, this Division prescribes
requirements for the issuance of specific licenses to persons who introduce radioactive material
into a product or material owned by or in the possession of the licensee or another and rules
governing holders of such licenses. Further, this Division describes procedures and prescribes
requirements for the issuance of certificates of registration (governing radiation safety
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information about a product) to manufacturers or initial transferors of sealed source or devices
containing sealed sources, which are to be used by persons specifically licensed under this
Division or equivalent regulations of an Agreement State or the US Nuclear Regulatory
Commission.

(6) The Agency may engage the services of qualified persons in order to assist the Agency in
meeting the requirements of this Chapter, including, but not limited to, evaluating information
that may be required under OAR 333-102-200(6). Payment for such services may be subject to
333-103-010(7).

(7) Information provided to the Agency by an applicant for a license or by a licensee or
information required by statute or by the Agency’s rules, orders, or license conditions to be
maintained by the applicant or the licensee shall be complete and accurate in all material
respects.

(8) Each applicant or licensee shall notify the Agency of information identified by the
applicant or licensee as having for the regulated activity a significant implication for public
health and safety. An applicant or licensee violates this rule only if the applicant or licensee fails
to notify the Agency of information that the applicant or licensee has identified as having a
significant implication for public health and safety. Notification shall be provided to the Agency
within two working days of identifying the information. This requirement is not applicable to
information that already is required to be provided to the Agency by other reporting or updating
requirements.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605 - 453.807

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94

Exemptions

Source Material

333-102-0005 (1) Any person is exempt from this Division to the extent that such person
receives, possesses, uses, owns or transfers source material in any chemical mixture, compound,
solution or alloy in which the source material is by weight less than 1/20 of one percent (0.05 percent)
of the mixture, compound, solution or alloy.

(2) Any person is exempt from this Division to the extent that such person receives, possesses,
uses or transfers unrefined and unprocessed ore containing source material; provided that, except as
authorized in a specific license, such person shall not refine or process such ore.

(3) Any person is exempt from this Division to the extent that such person receives, possesses,
uses or transfers:

(a) Any quantities of thorium contained in:

(A) Incandescent gas mantles;

(B) Vacuum tubes;

(C) Welding rods;

(D) Electric lamps for illuminating purposes provided that each lamp does not contain more than
50 milligrams of thorium;

(E) Germicidal lamps, sun lamps and lamps for outdoor or industrial lighting provided that each
lamp does not contain more than two grams of thorium;
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(F) Rare earth metals and compounds, mixtures and products cantaining not more than 0.25
percent by weight thorium, uranium or any combination of these; or

(G) Personnel neutron dosimeters, provided that each dosimeter does not contain more than 50
milligrams of thorium.

(b) Source material contained in the following products:

(A) Glazed ceramic tableware, provided that the glaze contains not more than 20 percent by
weight source material;

(B) Piezoelectric ceramic containing not more than two percent by weight source material;

(C) Glassware containing not more than 10 percent by weight source material; but not including
commercially manufactured glass brick, pane glass, ceramic tile or other glass or ceramic used in
construction;

(D) Glass enamel or glass enamel frit containing not more than 10 percent by weight source
material imported or ordered for importation into the United States, or initially distributed by
manufacturers in the United States, before July 25, 1983.

(c) Photographic film, negatives and prints containing uranium or thorium;

(d) Any finished product or part fabricated of, or containing tungsten-thorium or magnesium-
thorium alloys, provided that the thorium content of the alloy does not exceed four (4) percent by
weight and that this exemption shall not be deemed to authorize the chemical, physical or metallurgical
treatment or processing of any such product or part;

(e) Uranium contained in counterweights installed in aircraft, rockets, projectiles and missiles or
stored or handled in connection with installation or removal of such counterweights, provided that:

(A) The counterweights are manufactured in accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission, authorizing distribution by the licensee pursuant to 10 CFR Part 40;

(B) Each counterweight has been impressed with the following legend clearly legible through any
plating or other covering: “DEPLETED URANIUM?”;

NOTE: The requirements specified in OAR 333-102-005(3)(e)(B) and 333-102-005(3)(e)X(C) fof
thissubsection} need not be met by counterweights manufactured prior to December 31, 1969f#
provided, that such counterweights were manufactured under a specific license issued by the
Atomic Energy Commission and are impressed with the legend required by 10 CFR 40.13(c)(5)(ii)
in effect on June 30, 1969, which read /7 CAUTION - RADIOACTIVE MATERIAL -
URANIUMY{fuspreviousty required-by-therufest.

(C) Each counterweight is durably and legibly labeled or marked with the identification of the
manufacturer and the statement “UNAUTHORIZED ALTERATIONS PROHIBITED” and

(D) This exemption shall not be deemed to authorize the chemical, physmal or metallurgical
treatment or processing of any such counterweights other than repair or restoration of any plating or
other covering.

(f) Natural or depleted uranium metal used as shielding constituting part of any shipping
container, provided that:

(A) The shipping container is conspicuously and legibly impressed with the legend “CAUTION -
RADIOACTIVE SHIELDING - URANIUM”; and

(B) The uranium metal is encased in mild steel or equally fire resistant metal of minimum wall
thickness of 1/8 inch (3.2 mm).
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(g) Thorium contained in finished optical lenses, provided that each lens does not contain more
than 30 percent by weight of thorium, and that this exemption shall not be deemed to authorize either:

(A) The shaping, grinding or polishing of such lens or manufacturing processes other than the
assembly of such lens into optical systems and devices without any alteration of the lens; or

(B) The receipt, possession, use or transfer of thorium contained in contact lenses, or in
spectacles, or in eyepieces in binoculars or other optical instruments.

(h) Uranium contained in detector heads for use in fire detection units, provided that each detector
head contains not more than 0.005 microcurie of uranium; or

(i) Thorium contained in any finished aircraft engine part containing nickel-thoria alloy, provided
that:

(A) The thorium is dispersed in the nickel-thoria alloy in the form of finely divided thoria
(thorium dioxide); and

(B) The thorium content in the nickel-thoria alloy does not exceed four percent by weight.

(4) The exemptions in fsectionf OAR 333-102-0005(3) fof thisrufef do not authorize the
manufacture of any of the products described.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at ftheRadiationProtection-Servicesoffice-of the Heualth-Diviston] Oregon

Health Services Radiation Protection Services.]

Stat. Auth ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 10-1987, f. & ef. 7-28-87; HD 1-1991, {. & cert. ef. 1-8-
91; HD-1-1995, f. & cert. ef. 4-26-95

Exemptions -- Radioactive Material Other Than Source Material

Exempt Concentrations

333-102-0010 (1) Except as provided in fsectionf OAR 333-102-0010(2) [of this rule], any
person is exempt from this Division to the extent that such person receives, possesses, uses, transfers,
owns or acquires products containing radioactive material introduced in concentrations not in excess of
those listed in 10 CFR Part 30.70 Schedule A.

(2) No person may introduce radioactive material into a product or material knowing or having
reason to believe that it will be transferred to persons exempt under fsection OAR 333-102-010(1)
fofthisrutet or equivalent regulations of the U.S. Nuclear Regulatory Commission, any Agreement
State, or Licensing State except in accordance with a specific license issued pursuant to OAR 333-102-
0245 or the general licensefprovided-inf granted by OAR 333-102-0340.

[Publications: The publication(s) referred to or incorporated by reference in this rule are
available for review at fthe Rudiation-Protection-Servicesofficeof the Heualth-Division} Oregon
Health Services Radiation Protection Services.]

ED NOTE: 10 CFR Part 30.70 Schedule A referred to or incorporated by reference in this rule
is attached to this Division or available from ftheHealth-Pivistonf DHS-Oregon Health Services,
Radiation Protection Services.

Stat. Auth ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
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26-95

Exempt Items

Certain Items Containing Radioactive Material

333-102-0015 (1) Except for persons who apply radioactive material to, or persons who
incorporate radioactive material into the following products, any person is exempt from these rules to
the extent that he or she receives, possesses, uses, transfers, owns or acquires the following products:

(a) Timepieces or hands or dials containing not more than the following specified quantities of
radioactive material and not exceeding the following specified levels of radiation:

(A) 25 millicuries (925 MBq) of tritium per timepiece;

(B) Five millicuries (185 MBq) of tritium per hand;

(C) 15 millicuries (555 MBq) of tritium per dial (when used, bezels shall be considered as part of
the dial);

(D) 100 microcuries (3.7 MBq) of promethium-147 per watch or 200 microcuries (7.4 MBq) of
promethium-147 per any other timepiece;

NOTE: Authority to transfer possession or control by the manufacturer, processor, or
producer of any equipment, device, commodity, or other product containing byproduct material
whose subsequent possession, use, transfer, and disposal by all other persons are exempted from
regulatory requirements may be obtained only from the U.S. Nuclear Regulatory Commission,
Washington, D.C.
20558S.

(E) 20 microcuries (0.74 MBq) of promethium-147 per watch hand or 40 microcuries (1.48 MBq)
of promethium-147 per other timepiece hand;

(F) 60 microcuries (2.22 MBq) of promethium-147 per watch dial or 120 microcuries (4.44 MBq)
of promethium-147 per other timepiece dial (when used, bezels shall be considered as part of the dial);

(G) 0.15 microcurie (5.55 kBq) of radium per timepiece;

(H) 0.03 microcurie (1.11 kBq) of radium per hand;

(I) 0.09 microcurie (3.33 kBq) of radium per dial (when used, bezels shall be considered as part of
the dial);

(J) The radiation dose rate from hands and dials containing promethium-147 will not exceed,
when measured through 50 milligrams per square centimeter of absorber:

(i) For wrist watches, 0.1 millirad (one uGy) per hour at 10 centimeters from any surface;

(i) For pocket watches, 0.1 millirad (one pGy) per hour at one centimeter from any surface;

(iii) For any other timepiece, 0.2 millirad (two pGy) per hour at 10 centimeters from any surface.

(K) One microcurie (37 kBq) of radium-226 per timepiece in timepieces acquired prior to June 1,
1977.

(b) Lock illuminators containing not more than 15 millicuries (555 MBq) of tritium or not more
than two millicuries (74 MBq) of promethium-147 installed in automobile locks. The radiation dose
rate from each lock illuminator containing promethium-147 will not exceed one millirad (10 uGy) per
hour at one centimeter from any surface when measured through 50 milligrams per square centimeter
of absorber;
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(c) Precision balances containing not more than one millicurie (37 MBq) of tritium per balance or
not more than 0.5 millicurie (18.5 MBq) of tritium per balance part;
(d) Automobile shift quadrants containing not more than 25 millicuries (925 MBq) of tritium;

(e) Marine compasses containing not more than 750 millicuries (27.8 GBq) of tritium gas and
other marine navigational instruments containing not more than 250 millicuries (9.25 GBq) of tritium
gas;

(f) Thermostat dials and pointers containing not more than 25 millicuries (925 MBq) of tritium
per thermostat;

(g) Electron tubesf;#: Provided, That each tube does not contain more than one of the
followmg specnﬁed quantities of radioactive materlal

(f17A) 150 millicuries (5.55 GBq) of tritium per microwave receiver protector tube or 10
millicuries (370 MBq) of tritium per any other electron tube;

(f1B) One microcurie (37 kBq) of cobalt-60;

(f##C) Five microcuries (185 kBq) of nickel-63;

(fiv#D) 30 microcuries (1.11 MBq) of krypton-85;

(f+#E) Five microcuries (185 kBq) of cesium-137; or

(fvi#F) 30 microcuries (1.11 MBq) of promethium-147.
And provided further, That the radiation dose rate from each electron tube containing
radioactive material will not exceed one millirad (10 pGy) per hour at one centimeter from any
surface when measured through seven (7 ) mllllgrams per square centimeter of absorber

NOTE: For purposes of fthissubsectionf, 333-102-0015(1)(g) "electron tubes" include spark gap
tubes, power tubes, gas tubes including glow lamps, receiving tubes, microwave tubes, indicator tubes,
pick-up tubes, radiation detection tubes and any other completely sealed tube that is designed to
conduct or control electrical currents.

(h) Ionizing radiation measuring instruments containing, for purposes of internal calibration or
standardization, one or more sources of radioactive material, provided that:

(A) Each source contains no more than one exempt quantity set forth in 10 CFR Part 30.71
Schedule B; and

(B) Each instrument contains no more than 10 exempt quantities. For purposes of this
requirement, an instrument’s source(s) may contain either one or different types of radionuclides and an
individual exempt quantity may be composed of fractional parts of one or more of the exempt
quantities in 10 CFR Part 30.71 Schedule B provided that the sum of such fractions shall not exceed
unity.

(C) For americium-241, 0.05 microcuries (1.85 kBq) is considered an exempt quantity under
fsectionf 333-102-0015(8) fofthisrutef.

(1) Spark gap irradiators containing not more than one microcurie (37 kBq) of cobalt-60 per spark
gap irradiator for use in electrically ignited fuel oil burners having a firing rate of at least three gallons
per hour (11.4 liters per hour).

(2) The exemptions contained in this rule shall not authorize any of the following:

(a) The manufacture of any product listed,;
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(b) The application or removal of radioactive luminous material to or from meters and timepieces
or hands and dials therefor;

(c) The installation into automobile locks of illuminators containing tritium or promethium-147 or
the application of tritium to balances of precision or parts thereof;

(d) Human use, or the use in any device or article, except timepieces, which is intended to be
placed on or in the human body;

(e) As applied to radioactive material exempted under OAR 333-102-0015(2)(e) fthis
subsectionf, the production, packaging, repackaging or transfer of radioactive material for purposes of
commercial distribution or the incorporation of radioactive material into products intended for
commercial distribution.

ED NOTE: 10 CFR Part 30.71 Schedule B referred to or incorporated by reference in this rule
is attached to this Division or available from the fHealth-Pivision] Oregon Health Services,
Radiation Protection Services.

Stat. Auth ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

Resins Containing Scandium-46, Designed for Sand Consolidation in Oil Wells

333-102-0020 Any person is exempt from these rules to the extent that such person receives,
possesses, uses, transfers, owns or acquires synthetic plastic resins containing scandium-46 which are
designed for sand consolidation in oil wells. Such resins shall have been manufactured or imported in
accordance with a specific license issued by the U.S. Nuclear Regulatory Commission, or shall have
been manufactured in accordance with the specifications contained in a specific license issued by the
Agency or any Agreement State to the manufacturer of such resins pursuant to licensing requirements
equivalent to those in sections 32.16 and 32.17 of 10 CFR Part 32 of the regulations of the U.S.
Nuclear Regulatory Commission. This exemption does not authorize the manufacture of any resins
containing scandium-46.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe RadiationProtection-Services office of the Health-Division] Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Gas and Aerosol Detectors Containing Radioactive Material

333-102-0025 (1) Except for persons who manufacture, process or produce gas and aerosol
detectors containing radioactive material, any person is exempt from the requirements for a license
and from the rules in this Division and in Divisions 105, 113, 115, 116, 117, 120, and 121 of this
Chapter fthese-rufest to the extent that such person receives, possesses, uses, transfers, owns or
acquires radioactive material in gas and aerosol detectors designed to protect life or property from fires
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and airborne hazards provided that detectors containing radioactive material shall have been
manufactured, imported or transferred in accordance with a specific license issued by the U.S. Nuclear
Regulatory Commission pursuant to section 32.26 of 10 CFR Part 32; or a Licensing State pursuant to
OAR 333-102-0260, which authorizes the transfer of the detectors to persons who are exempt from
regulatory requirements.

NOTE: Authority to transfer possession or control by the manufacturer, processor or producer of
any equipment, device, commodity or other product containing byproduct material whose subsequent
possession, use, transfer and disposal by all other persons are exempted from regulatory requirements
may be obtained only from the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

(2) Gas and aerosol detectors previously manufactured and distributed to general licensees in
accordance with a specific license issued by an Agreement State shall be considered exempt under
fsection] OAR 333-102-0025(1) fofthisrutef, provided that the device is labeled in accordance with
the specific license authorizing distribution of the generally licensed device, and provided further that
they meet the requirements of OAR 333-102-0260.

(3) Gas and aerosol detectors containing NARM previously manufactured and distributed in
accordance with a specific license issued by a Licensing State shall be considered exempt under
fsectionf OAR 333-102-0025(1) fofthisrutef, provided that the device is labeled in accordance with
the specific license authorizing distribution and provided further that they meet the requirements of
OAR 333-102-0260.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe-Radiation-Protection-Servicesofficeof the Health-Divistonf Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Self-Luminous Products Containing Radioactive Material

333-102-0030 (1) Tritium, Krypton-85 or Promethium-147. Except for persons who manufacture,
process or produce self-luminous products containing tritium, krypton-85 or promethium-147, any
person is exempt from these rules to the extent that such person receives, possesses, uses, transfers,
owns or acquires tritium, krypton-85 or promethium-147 in self-luminous products manufactured,
processed, produced, imported or transferred in accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission pursuant to section 32.22 of 10 CFR Part 32, which license authorizes
the transfer of the product to persons who are exempt from regulatory requirements. The exemption in
this rule does not apply to tritium, krypton-85 or promethium-147 used in products primarily for
frivolous purposes or in toys or adornments.

(2) Radium-226. Any person is exempt from these rules to the extent that such person receives,
possesses, uses, transfers or owns articles containing less than 0.1 microcurie (3.7 kBq) of radium-226,
which were acquired prior to July 1, 1977.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe RadintionProtection-Servicesoffice of the Heualth-Piviston} Oregon

Health Services Radiation Protection Services.]
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Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Exempt Quantities

333-102-0035 (1) Except as provided in fsectionst OAR 333-102-0035(2) and 333-102-0035(3)
fofthisrutef, any person is exempt from these rules to the extent that such person receives, possesses,
uses, transfers, owns or acquires radioactive material in individual quantities, each of which does not
exceed the applicable quantity set forth in 10 CFR Part 30.71 Schedule B.

(2) This rule does not authorize the production, packaging or repackaging of radioactive material
for purposes of commercial distribution or the incorporation of radioactive material into products
intended for commercial distribution.

(3)Any person who possesses radioactive material received or acquired under the general
license formerly provided in OAR 333-102-105(2) is exempt from the requirements for a license
set forth in this part to the extent that such person possesses, uses, transfers or owns such
radioactive material. Such exemption does not apply for radium-226.

(374) No person may, for purposes of commercial distribution, transfer radioactive material in
the individual quantities set forth in 10 CFR Part 30.71 Schedule B, knowing or having reason to
believe that such quantities of radioactive material will be transferred to persons exempt under fthis
rutet OAR 333-102-035 or equivalent regulations of the U.S. Nuclear Regulatory Commission, any
Agreement State or Licensing State, except in accordance with a specific license issued by the U.S.
Nuclear Regulatory Commission pursuant to section 32.18 of 10 CFR Part 32 or by the Agency
pursuant to OAR 333-102-0255, which license states that the radioactive material may be transferred
by the licensee to persons exempt under this rule or the equivalent regulations of the U.S. Nuclear
Regulatory Commission, any Agreement State or Licensing State.

NOTE: Authority to transfer possession or control by the manufacturer, processor or producer or
any equipment, device, commodity or other product containing byproduct material whose subsequent
possession, use, transfer and disposal by all other persons are exempted from regulatory requirements
may be obtained only from the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

[Publications: The publication(s) referred to or incorporated by reference in this rule are
available for review at fthe-RudiationProtection-Services office of the Health Division] Oregon
Health Services Radiation Protection Services.]

ED NOTE: 10 CFR Part 30.71 Schedule B referred to or incorporated by reference in this rule
is attached to this Division or available from fthe Health-Pivision] DHS-Oregon Health Services,
Radiation Protection Services.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-2985, f. & ef. 3-20-85; HD 1-1991, f. & ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-6-
94; HD-1-1995, f. & cert. ef. 4-26-95

In Vivo Testing in Humans for H. Pylori Using Carbon-14 Labeled Urea
OAR 333-102-0040 (1) Except as provided in 333-102-0040(3) and 333-102-0040(4), any
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person is exempt from the requirements for a specific license pursuant to this Division and
Division 116 of this Chapter provided that such person receives, possesses, uses, transfers, owns,
or acquires capsules containing 37 kBq (1 microcurie) carbon-14 urea (allowing for nominal
variation that may occur during the manufacturing process) each, for "in vivo™ diagnostic use
for humans.

Note: “Nominal variation” as used in this context means *+ 10% of the reported per capsule
dose.

(2) Any person who desires to use the capsules for research involving human subjects shall
apply for and receive a specific license pursuant to Division 102 of this Chapter.

(3) Any person who desires to manufacture, prepare, process, produce, package, repackage,
or transfer for commercial distribution such capsules shall apply for and receive a specific
license
pursuant to 10 CFR 32.21.

(4) Nothing in this rule relieves persons from complying with applicable FDA, other
Federal, and State requirements governing receipt, administration, and use of drugs.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605, 453.625, 453.635
Hist.: HD-1-1998, f. & cert. ef.

Licenses

Types of Licenses
333-102-0075 Licenses for radioactive materials are of two types: General and specific.

SPproviaed 7TV prare—=ejje Ve W o P 07 App O

of thegenerat-ticense} General licenses provided in this Division are granted as being effective
without the filing of applications with the Agency or the issuance of licensing documents to
particular persons, except Depleted Uranium subject to OAR 333-102-103, Measuring, Gauging,
and Controlling devices subject to 333-102-115, and In Vitro Clinical or Laboratory Testing
subject to 333-102-130.
(2) £Specifict - bmisst . ot s Lo .
-7 Specific licenses are issued to
named persons upon applications filed pursuant to OAR 333-102-200 and Divisions 105, 113,
115, 116, 117, and 121 of this Chapter.

(3) General licenses fdescribed-inf granted by fOAR333-102-0+61;1 333-102-0103, 333-102-
0115, 333-102-117, and 333-102-0130 require the submission of an application to the Agency for
registration pursuant to 333-101-0007, payment of a fee in accordance with 333-103-015, and the
issuance of a registration (licensing document £} or general license acknowledgment) by the Agency.

9 e 0 % A7, % P ¥,
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(4) General licenses are subject to 333-100-0005 (Definitions), 333-100-025 (Exemptions),
333-100-030 (Additional Requirements), 333-100-055 (Records), 333-100-060(1) and 333-100-
060(2) (Inspections), 333-100-065 (Tests), 333-102-0305(1) through 333-102-0305(8) Terms and
Conditions of Licenses, 333-102-0330 (Transfers), 333-102-0335 (Modification, Revocation, and
Termination of Licenses), and Divisions 103, 111, 118, and 120 of this Chapter unless indicated
otherwise in the language of the general license.

NOTE: Attention is directed particularly to the provisions of the regulations in Division 120
of this chapter that relate to the labeling of containers and notification of incidents.

(5) Any record required by this Division must be legible throughout the retention period
specified by each Agency rule. The record may be the original or a reproduced copy or a
microform provided that the copy or microform is authenticated by authorized personnel and
that the microform is capable of producing a clear copy throughout the required retention
period. The record may also be stored in electronic media with the capability for producing
legible, accurate, and complete records during the required retention period. Records such as
letters, drawings, specifications, must include all pertinent information such as letters, stamps,
initials, and signatures. The licensee shall maintain adequate safeguards against tampering with
and loss of records.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.655

Hist.: HD 4-1985, {. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, {. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

General Licenses

General Licenses - Source Material

333-102-0101 f#3} A general license is hereby issued authorizing commercial and industrial
firms, research, educational and medical institutions, and state and local government agencies to use
and transfer not more than 15 pounds (6.82 kg) of source material at any one time for research,
development, educational, commercial or operational purposes. A person authorized to use or transfer
source material, pursuant to this general license, may not receive or possess more than a total of 150
pounds (68.2 kg) of source material in any one calendar year.

(f241) Persons who receive, possess, use, or transfer source material pursuant to the general
license fissuedf granted by finsectionf OAR 333-102-0101(1) fof thisrutef are prohibited from
administering source material, or the radiation therefrom, either externally or internally to human
beings except as may be authorized by the Agency in a specific license.

(f372) Persons who receive, possess, use or transfer source material pursuant to the general
license fisswedf granted by finsectionf OAR 333-102-101(1) fofthisrufef are exempt from the
provisions of Divisions 111 and 120 of ftheserunfesf this Chapter to the extent that such receipt,
possessionfs7, use or transfer is within the terms of such general license; provided, however, that this
exemption shall not be deemed to apply to any such person who f#s# also is in possession of source
material under a specific license issued pursuant to this Division.

(f#13) A general license is hereby fisswredf granted authorizing the receipt of title to source
material without regard to quantity. This general license does not authorize any person to receive,
possess, use or transfer source material.
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(£574) Persons who receive, acquire, possess or use source material pursuant to the general license

granted festabhshedf by fsectzmzf OAR 333-102-101(1) [Uf-ﬂm-mi-e—ﬂmﬁ—mbnnt-rhev?qun‘ed

mmd%fmmﬂﬁemmﬁmmﬁmﬁwﬁwﬁmmmfwmﬂmm
source-material—Fhegeneral-ficensee] shall develop and maintain procedures fdesigredy to establish
physical control over the source material Fdescribed-in-section(iof thisrultef and {designed-to}

prevent transfer of such source material to persons not authorized to receive the source material.

(£615) A person who receives, acquires, possesses or uses source material pursuant to the general
license festablished} granted by fsectionf OAR 333-102-101(1) fof thisrutef:

(a) Shall not introduce such source material, in any form, into a chemical, physical, or
metallurgical treatment or process; fandf

(b) Shall not abandon such source material; and

(c) Shall transfer or dispose of such source material only by transfer in accordance with the
provisions of OAR 333-102-0330 or 333-120-0500.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 10-1987, f. & ef. 7-28-87; HD 1-1991, {. & cert. ef. 1-8-
91; HD 15-1994, f. & cert. ef. 5-6-94

General Licenses - Depleted Uranium in Industrial Products and Devices

333-102-0103(1) A general license is hereby granted fissued? to receive, acquire, possess, use or
transfer, in accordance with the provisions of OAR 333-102-0103(2), 333-102-0103(3), 333-102-
0103(4) and 333-102-0103(5), depleted uranium contained in industrial products or devices for the
purpose of providing a concentrated mass in a small volume of the product or device.

(2) The general license in fsectionf OAR 333-102-0103(1) fof thisrutet applies only to industrial
products or devices that have been manufactured either in accordance with a specific license issued to
the manufacturer of the products or devices pursuant to OAR 333-102-0235 or in accordance with a
specific license issued to the manufacturer by the U.S. Nuclear Regulatory Commission or an
Agreement State that authorizes manufacture of the products or devices for distribution to persons
fgeneratlyticensed} granted a general license by the U.S. Nuclear Regulatory Commission or an
Agreement State.

(3) Persons who receive, acquire, possess or use depleted uranium pursuant to the general license
established by fsectionf 333-102-0103(1) fofthisrutet shall fsubmit-therequired-Agency formf apply
for registration of the general license pursuant to OAR 333-101-0007, and submit the required
fee pursuant to 333-103-015. Applicants will receive a validation certificate from the Agency fu

vatidated-tHcensewith-certification-numberassignedy. The {fformf application for registration shall
be submitted within 30 days after the first recelpt or achISltIOIl of such depleted uranium. [%egenerd

(a) The general licensee shall provide the following information in accordance with the
registration application required by OAR 333-101-0007 and such other information as may be
required by that form:
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(A) Name and address of the general licensee;

(B) A statement that the general licensee has developed and will maintain procedures
designed to establish physical control over the depleted uranium described in OAR 333-102-
0103(1) and designed to prevent transfer of such depleted uranium in any form, including metal
scrap, to persons not authorized to receive the depleted uranium; and

(C) Name and title, address, and telephone number of the individual duly authorized to act
for and on behalf of the general licensee in supervising the procedures identified in 333-102-0103
3)b).

(f#1b) The general licensee possessing or using depleted uranium under the general license
established by OAR 333-102-0103(1) shall report any changes in information in writing to the
Agency fanychanges-ininformation furnished by-the-trcenseeon-the required Agency formj within 30
days after the effective date of such change.

(£574) A person who receives, acquires, possesses or uses depleted uranium pursuant to the
general license established by fsectionf OAR 333-102-103(1) fof thisrutef:

(a) Shall not introduce such depleted uranium, in any form, into a chemical, physical or
metallurgical treatment or process, except a treatment or process for repair or restoration of any plating
or other covering of the depleted uranium;

(b) Shall not abandon such depleted uranium,;

(c) Shall transfer or dispose of such depleted uranium only by transfer in accordance with the
provisions of OAR 333-102-0330. In the case where the transferee receives the depleted uranium
pursuant to the general license festablished? granted by fsectionf OAR 333-102-103(1) fofthisrutef,
the transferor shall furnish the transferee a copy of this rule and a copy of the general license
registration application required by 333-101-0007 fAgencyform#. In the case where the transferee
receives the depleted uranium pursuant to a general license contained in the U.S. Nuclear Regulatory
Commission’s or Agreement State’s regulation equivalent to fsectiont 333-102-103(1) fof thisruted,
the transferor shall furnish the transferee a copy of this rule and a copy of the general license
registration application required by 333-101-0007 fAgencyForm¥W{ accompanied by a note
explaining that use of the product or device is regulated by the U.S. Nuclear Regulatory Commission or
Agreement State under requirements substantially the same as those in this rule;

(d) Within 30 days of any transfer, shall report in writing to the Agency the name and address of
the person receiving the depleted uranium pursuant to such transfer; and

(e) Shall not export such depleted uranium except in accordance with a license issued by the U.S.
Nuclear Regulatory Commission pursuant to 10 CFR Part 110.

(f675) Any person receiving, acquiring, possessing, using or transferring depleted uranium
pursuant to the general license established by fsectionf OAR 333-102-103(1) fofthisrutef is exempt
from the requirements of Divisions 111 and 120 of ftheserutest this Chapter with respect to the
depleted uranium covered by that general license.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605, 453.625, 453.635
Hist.: HD 1-1991, {. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-6-94

General Licenses-
Radioactive Material Other Than
Source Material
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Certain Devices and Equipment

333-102-0105 A general license is hereby fissweds granted to transfer, receive, acquire, own,
possess and use radioactive material incorporated in the following devices or equipment fwhichf that
have been manufactured, tested and labeled by the manufacturer in accordance with a specific license
issued to the manufacturer by the U.S. Nuclear Regulatory Commission for use pursuant to section 10
CFR Part 31.3-fof#0-€CFR-Part3H. This general license is subject to the provisions of OAR-{333=
#66-6046+ 333-100-005 (Definitions), 333-100-025 (Exemptions), 333-100-030 (Additional
Requirements), 333-100-055 (Records), 333-100-060(1) and 333-100-060(2) (Inspections), and
333-100-065 (Tests) fthrough-333-160-60651, 333-102-0010(2) (Exempt Concentrations), 333-102-
0305(1) through 333-102-305(7) (Terms and Conditions of Licenses), 333-102-0330 (Transfer of
Material), 333-102-0335 (Modification, Revocation, and Termination of Licenses), {335-148,333-
126-0430-0r333-120-6440} and Division 111, 118, and 120 of ftheserutest this Chapter./~F

NOTE: Attention is directed particularly to the provisions of Division 120 of this Chapter
that relate to the labeling of containers (OAR 333-120-430 and 333-120-440).

(1) Static Elimination Devices. Devices designed for use as static eliminators fwhichf that
contain, as a sealed source or sources, radioactive material consisting of a total of not more than 500
microcuries (18.5 MBq) of polonium-210 per device;

(2) Ton Generating Tubes. Devices designed for ionization of air fwhichf that contain, as a sealed
source or sources, radioactive material consisting of a total of not more than 500 microcuries (18.5
MBq) of polonium-210 per device or a total of not more than 50 millicuries (1.85 GBq) of hydrogen-3
(tritium) per device.

NOTE: Different general licenses are issued in this Division, each of which has its own specific
conditions and requirements.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe RadiationProtection-Services office-of the Health-Diviston] Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, {. & cert. ef. 4-26-95

Luminous Safety Devices for Aircraft

333-102-0110 (1) A general license is hereby fisswedf granted to own, receive, acquire, possess
and use tritium or promethium-147 contained in luminous safety devices for use in aircraft, provided:

(a) Each device contains not more than 10 curies (370 GBq) of tritium or 300 millicuries (11.1
GBq) of promethium-147; and

(b) Each device has been manufactured, assembled or imported in accordance with a specific
license issued by the U.S. Nuclear Regulatory Commission, or each device has been manufactured or
assembled in accordance with the specifications contained in a specific license issued by the Agency or
any Agreement State to the manufacturer or assembler of such device pursuant to licensing
requirements equivalent to those in fsectionf 10 CFR Part 32.53 fof #0-CFRFPart-32].

(2) Persons who own, receive, acquire, possess or use luminous safety devices pursuant to the
general license in fsectionf OAR 333-102-0110(1) fofthisrute} are exempt from the requirements of
Divisions 111 and 120 of ftheserufesf this Chapter except that they shall comply with the provisions
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of [OAR] 333-120-0700 and 333-120-0710.

(3) This general license does not authorize the manufacture, assembly or repair of luminous safety
devices containing tritium or promethium-147.

(4) This general license does not authorize the ownership, receipt, acquisition, possession or use
of promethium-147 contained in instrument dials.

(5) This general license is subject to the provisions of OAR [333-106-0040-through333-100-

0055333-162-6305 through-333-162-0336-333-102-0335and 333-102-6400] 333-100-005
(Definitions), 333-100-025 (Exemptions), 333-100-030 (Additional Requirements), 333-100-055

(Records), 333-100-060(1) and 333-100-060(2) (Inspections), and 333-100-065 (Tests), 333-102-
0305(1) through 333-102-305(7) (Terms and Conditions of Licenses), 333-102-0330 (Transfer of
Material), 333-102-0335 (Modification, Revocation, and Termination of Licenses), and Division
118 of this Chapter.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at ftheRadfution-Protection-Servicesofficeof the Health-Biviston] Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, £. & cert. ef. 4-26-95

Certain Measuring, Gauging or Controlling Devices

333-102-0115 (1) A general license is hereby fisswedf granted to commercial and industrial firms
and to research, educational and medical institutions, individuals in the conduct of their business, and
state or local government agencies to own, receive, acquire, possess, use or transfer in accordance with
the provisions of OAR [333-163-0615] 333-102-115(2) fund-sections{1)12}, 333-102-115(3), fand}
333-102-115(4) fofthisrutef, and 333-102-115(5), and 333-102-115(6), radioactive material,
excluding special nuclear material, contained in devices designed and manufactured for the purpose of
detecting, measuring, gauging or controlling thickness, density, level, interface location, radiation,
leakage, or qualitative or quantitative chemical composition, or for producing light or an ionized
atmosphere.

Note: Different general licenses are issued in this section, each of which has its own specific
conditions and requirements.

(2) The general license in fsectionf OAR 333-102-115(1) fof thisrufef applies only to
radioactive material contained in devices that have been manufactured or initially transferred and
labeled in accordance with the specifications contained in a specific license issued by the Agency
pursuant to OAR £333-#62-62067 333-102-235 or in accordance with the specifications contained in a
specific license issued by the U.S. Nuclear Regulatory Commission pursuant to 10 CFR 32.51, or in
accordance with the specifications contained in a specific license issued by an Agreement Statef;#
or a Licensing Statef;# fwhichi that authorizes distribution of the devices to persons granted a
general license fgeneratfyticensed} by the Agency, the U.S. Nuclear Regulatory Commission, or an
Agreement State or a Licensing State and which have been received from one of these specific
licensees or through a transfer pursuant to 333-102-115(3)(i).

NOTE: Regulations under the Federal Food, Drug and Cosmetic Act authorizing the use of
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radioactive control devices in food production require certain additional labeling thereon which is
found in 21 CFR 179.21.

(3) Any person who owns, receives, acquires, possesses, uses or transfers radioactive material in a
device pursuant to the general license granted in fsectionf OAR 333-102-115(1) fof thisrutef:

(a) Shall assure that all labels affixed to the device at the time of receipt, and bearing a statement
that removal of the label is prohibited, are maintained thereon and shall comply with all instructions
and precautions provided by such labels;

(b) Shall assure that the device is tested for leakage of radioactive material and proper operation
of the “on-off” mechanism and indicator, if any, at no longer than six-month intervals or at such other
intervals as are specified in the label; however,f+

(A) Devices containing only krypton need not be tested for leakage of radioactive material; and

(B) Devices containing only tritium or not more than 100 microcuries (3.7 MBq) of other beta
and/or gamma emitting material or 10 microcuries (0.37 MBq) of alpha emitting material and devices
held in storage in the original shipping container prior to initial installation need not be tested for any

purpose.

(c) Shall assure that other testing, installation servicing, fandf or removfingfal ffrominstatiation
invotvingt of the radioactive materials, its shielding or containment, are performed:

(A) In accordance with the instructions provided by the labels; or

(B) By a person holding an applicable specific license from the Agency, the U.S. Nuclear
Regulatory Commission, an Agreement State or a Licensing State to perform such activities;f-F

(d) Shall maintain records showing compliance with the requirements of fsubsections OAR 333-
102-115(3)(b) and 333-102-115(3)(c) fofthisrutef. The records shall show the results of tests. The
records also shall show the dates of performance of, and the names of persons performingf;# testing,
installation servicing, farnf or removal ffrom-instattationconcerningf of the radioactive material, its
shielding or containment. Records of tests for leakage of radioactive material required by fsubsectionf
333-102-115(3)(b) fof thisrutef shall be maintained for one year after the next required leak test is
performed or until the sealed source is disposed of or transferred. Records of tests of the “on-off”
mechanism and indicator required by fsubsectionf 333-102-115(3)(b) fof thisrutef shall be maintained
for one year after the next required test of the “on-off” mechanism and indicator is performed or until
the sealed source is disposed of or transferred. Records fwhichf that are required by fsubsectionf 333-
102-115(3)(c) fofthisrufef shall be maintained for inspection by the Agency or until the device is
disposed of or transferred;

(e) Upon the occurrence of a failure of, or damage to, or any indication of a possible failure of or
damage to, the shielding of the radioactive material or the “on-off” mechanism or indicator, or upon the
detection of 0.005 microcurie (185 Bq) or more removable radioactive material, shall immediately
suspend operation of the device until it has been repaired by the manufacturer or other person holding
[an applicable] a specific license from the Agency, [the U.S. Nuclear Regulatory Commission,] an
Agreement State or a Licensing State, or the US Nuclear Regulatory Commission pursuant to Parts
20 and 32 of Title 10 CFR to repair such devices, or disposed of by transfer to a person authorized by
[an applicable] a specific license to receive the radioactive material contained in the device and,
within 30 days, furnish to the fAgency/ Manager of Radioactive Materials Licensing, Radiation
Protection Services, 800 NE Oregon Street Suite 260, Portland, Oregon, 97232, a report containing
a brief description of the event and the remedial action taken; and, in the case of detection of 0.005
microcurie or more removable radioactive material or failure of or damage to a source likely to
result in contamination of the premises or the environs, a plan for ensuring that the premises and
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environs are acceptable for unrestricted use;

(f) Shall not abandon the device containing radioactive material,

(g) Except as provided in fsubsectiont 333-102-115(3)(h) fof thisruief, shall transfer or dispose
of the device containing radioactive material only by transfer to a specific licensee of the Agency, the
U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing State, whose specific license
authorizes the individual to receive the device and within 30 days after transfer of a device to a specific
licensee, shall furnish to the Agency a report containing identification of the device by manufacturer’s
name and model number and the name and address of the person receiving the device. No report is
required if the device is transferred to the specific licensee in order to obtain a replacement device;

(h) Except as provided in OAR 333-102-115(3)(i), £57shall transfer or dispose of the device
containing radioactive material ffounothergenerat-iicenseefonlyf-7 by transfer to persons
authorized to receive the device by a specific license issued under Division 102 of this Chapter,
Parts 30 and 32 of Title 10 CFR, a specific license issued under 10 CFR Part 30 that authorizes
waste collection, or a specific license issued under equivalent regulations of an Agreement State
or a Licensing State. Within 30 days after transfer of a device to a specific licensee shall furnish
to the Manager of Radioactive Materials Licensing, Radiation Protection Services, 800 NE
Oregon Street Suite 260, Portland, Oregon, 97232, a report containing identification of the device
by manufacturer’s name, model number, and serial number and the name, address, license
number of the person receiving the device, and the date of the transfer. No report is required if
the device is transferred to the specific licensee in order to obtain a replacement device. Devices
may be transferred to other specific licensees only with written Agency approval prior to
transfer;

(i) Shall transfer the device to another general licensee only:

(A) Where the device remains in use at a particular location. In such case, the transferor
shall give the transferee a copy of this rule and any safety documents identified in the label of the
device and within 30 days of the transfer, report to the Manager of Materials, 800 NE Oregon
Street Suite 260, Portland, Oregon, 97232, the manufacturer’s name and model number and
serial number of the device transferred, the name and address of the transferee, and the name
and phone number of the individual designated by the transferee in accordance with OAR 333-
102-115(3)(1) to be responsible for ensuring compliance with the appropriate regulations and
requirements; or

(B) Where the device is held in storage by an intermediate person in the original shipping
container at its intended location of use prior to initial use by a general licensee.

(j) Shall comply with the provisions of OAR 333-120-0700 and 333-120-0710 of these rules
for reporting radiation incidents, theft or loss of licensed material, but shall be exempt from the

other requirements of Divisions 111 and 120 of this Chapter;
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(£/#k) Shall submit the required Agency application for registration form and receive from the
Agency a validated registration certificate for each device acknowledging the general license and
verifying that all provisions of these rules have been met. The application form shall be submitted
within 30 days after the first receipt or acquisition of such device. The general licensee shall develop
and maintain procedures designed to establish physical control over the device as described in OAR
333-102-0115 and designed to prevent transfer of such devices in any form, including metal scrap, to
persons not authorized to receive the devices. The general license registration shall be validated
annually with the fee listed in OAR 333-103-015(2)(b). Information submitted pursuant to OAR
333-101-0007 shall be furnished to the Agency at least annually.

(1) Shall appoint an individual to act for the general licensee as responsible for ensuring the
day-to-day compliance with the appropriate regulations and requirements. This appointment
does not relieve the general licensee of responsibility in this regard.

(m) Shall register devices containing at least 370 MBq (10 mCi) of cesium-137, 3.7 MBq (0.1
mCi) of strontium-90, 37 MBq (1 mCi) of cobalt-60, or 37 MBq (1 mCi) of americium-241 or any
other transuranic in accordance with paragraphs OAR 333-102-115(3)(m)(A) and 333-102-
115(3)(m)(B) and 333-101-0007.

(A) If in possession of a device(s) meeting the criteria of paragraph (3)(m), shall register
these devices annually with the Agency and shall pay the fee required by OAR 333-103-015. This
must be done by verifying, correcting, and/or adding to the information in a request for
registration received from the Agency. The registration information must be submitted to the
Agency within 30 days of the date of the request for registration or as otherwise indicated in the
request. In addition, general licensees holding devices meeting the criteria of paragraph (3)(m)
are subject to the bankruptcy notification requirement in 333-102-305(7).

(B) In registering devices, the general licensee shall furnish the following information and
any other information as may be specifically requested by the Agency:

(i) Name and mailing address of the general licensee.

(ii) Information about each device: the manufacturer, model number, serial number, the
radioisotope and activity (as indicated on the label).

(iii) Name and telephone number of the responsible person designated as a representative of
the general licensee under OAR 333-102-115(3)(D.

(iv) Address at which the device(s) are used and/or stored.

(v) Certification by the responsible representative of the general licensee that the
information concerning the device(s) has been verified through a physical inventory and
checking of label information.

(vi) Certification by the responsible representative of the general licensee that they are
aware of the requirements of the general license.

(n) Shall report changes of address, within 30 days after the moving of a device, to the
Manager of Materials, 800 NE Oregon Street Suite 260, Portland, Oregon 97232.

(o) Shall not hold devices that are not in use for longer that two years. If devices are not
being used, the shutter must be locked in the closed position. The testing required by OAR 333-
102-115(3)(b) need not be performed during the period of storage only. However, when devices
are put back into service or transferred to another person, and have not been tested within the
required test interval, they must be tested for leakage before use or transfer and the shutter
tested before use.

(4) The general license in fsection} OAR 333-102-115(1) fof thisrutef does not authorize the
manufacture or import of devices containing radioactive material.
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(5) The general license granted by OAR 333-102-115(1) authorizes no more than 500
millicuries (18.5 GBq) of cesium-137, strontium-90, radium-226, americium-241, polonium-210,
or cobalt-60. Any device granted a general license by 333-102-115(1) containing more than 500
millicuries (18.5 GBq) of these nuclides shall be subject to the specific license pursuant to 333-

103 010(2)(h) Wﬁ?ﬁﬂeﬁmm%mwmwm

(6) The general licensee possessing or using devices flicensedunderf granted by the general
license established by section 333-102-115(1) of this rule is subject to the provisions of 333-100-005
(Definitions), 333-100-025 (Exemptions), 333-100-030 (Additional Requirements), 333-100-055
(Records), 333-100-060(1) and 333-100-060(2) (Inspections), and 333-100-065 (Tests), 333-102-
0305(1) through 333-102-305(7) (Terms and Conditions of Licenses), 333-102-0330 (Transfer of
Material), 333-102-0335 (Modification, Revocation, and Termination of Licenses), and Division

118 of this Chapter. fshufh?pmmmﬂmng-nﬁheﬂgmtymty-chmtgesmﬁmmmﬁmh?d'by
effectiveduateof suchchangef

NOTE: Persons possessing radioactive material in devices under a general license in OAR
333-102-115 or 10 CFR Part 31.5 of the NRC regulations, or equivalent regulations an
Agreement State or a Licensing State, before January 15, 1975, may continue to possess, use, or
transfer that material in accordance with the labeling requirements of § 31.5 in effect on January
14, 1975.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

General License to Install Devices Generally Licensed in 333-102-115

333-102-0117 (1) A person who holds a specific license issued by the Agency, the US
Nuclear Regulatory Commission, or an Agreement State authorizing the holder to manufacture,
install, or service a device described in OAR 333-102-115 within such Agreement State hereby is
granted a general license to install and service such device in the state of Oregon: Provided,
That:

(a) The device has been manufactured, labeled, installed, and serviced in accordance with
applicable provisions of the specific license issued to such person by the Agreement State.

(b) Such person assures that any labels required to be affixed to the device under
regulations of the Agreement State which licensed manufacture of the device bear a statement
that removal of the label is prohibited.

(2) Persons granted a general license by OAR 333-102-117 shall submit the required Agency
application for registration form and receive from the Agency a validated registration certificate
for each billable object acknowledging the general license and verifying that all provisions of
these rules have been met. The application form shall be submitted within 30 days after the first
receipt or acquisition of such device. The general licensee shall develop and maintain procedures
designed to establish physical control over the devices as described in OAR 333-102-0115 and
designed to prevent transfer of such devices in any form, including metal scrap, to persons not
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authorized to receive the devices. The general license registration shall be validated annually
with the fee listed in OAR 333-103-015(8). Information submitted pursuant to OAR 333-101-
0007 shall be furnished to the Agency at least annually.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD

Ownership of Radioactive Material

333-102-0120 A general licenseis hereby fissweds granted to own radioactive material without
regard to quantity. Notwithstanding any other provisions of this Division, this general license does not
authorize the manufacture, production, transfer, receipt, possession or use of radioactive material.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Calibration and Reference Sources

333-102-0125 (1) A general license is hereby fisswedf granted to those persons listed in
fsubsections] OAR 333-102-0125(1)(a) and 333-102-0125(1)(b) fof thissection} to own, receive,
acquire, possess, use, and transfer, in accordance with the provisions of fsectronsf 333-102-0125(4)
and 333-102-0125(5) fof thisrutef, americium-241, plutonium, and/or radium-226, in the form of
calibration or reference sources:

(a) Any person who holds a specific license issued by the Agency fwhicht that authorizes fthem
torecetvefreceipt, possession, use, and transfer of radioactive material; and

(b) Any person who holds a specific license issued by the U.S. Nuclear Regulatory Commission
that authorizes fthemtoreceivef receipt, possession, use, and transfer of special nuclear material
frodivoctive-materiatf.

(2) A general license is hereby fisswedt granted to own, receive, possess, use and transfer
plutonium in the form of calibration or reference sources in accordance with the provisions of
[sections] 333-102-0125(4) and 333-102-0125(5) fof thisrulef to any person who holds a specific
license issued by the Agency fwhichf that authorizes fthemtorecetve] receipt, possession, use, and
transfer of radioactive material.

(3) A general license is hereby fisswedf granted to own, receive, possess, use and transfer
radium-226 in the form of calibration or reference sources in accordance with the provisions of
fsectionst 333-102-0125(4) and 333-102-0125(5) fofthisrutef to any person who holds a specific
license issued by the Agency fwhicht that authorizes fthemto-receivef receipt, possession, use, and
transfer radioactive material.

(4) The general licenses in fsections} OAR 333-102-0125(1), 333-102-0125(2), and 333-102-
0125(3) fof thisrutef apply only to calibration or reference sources that have been manufactured in
accordance with the specifications contained in a specific license issued to the manufacturer or
importer of the sources by the U.S. Nuclear Regulatory Commission pursuant to section 32.57 of 10
CFR Part 32 or section 70.39 of 10 CFR Part 70 or that have been manufactured in accordance with
the fanthorizationst specifications contained in a specific license issued to the manufacturer by the
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Agency, any Agreement State or Licensing Statef;F pursuant to licensing requirements equivalent to
those contained in section 32.57 of 10 CFR Part 32, or section 70.39 of 10 CFR Part 70.

(5) The general licenses provided in fsectionsf OAR 333-102-0125(1), 333-102-0125(2) and 333-
102-0125(3) fofthisrute} are subject to the provisions of fOAR333-106-0040-through333-160-06557
333-100-005 (Definitions), 333-100-025 (Exemptions), 333-100-030 (Additional Requirements),
333-100-055 (Records), 333-100-060(1) and 333-100-060(2) (Inspections, 333-100-065 (Tests), 333-
102-0305(1) through 333-102-0305(8) Terms and Conditions of Licenses, 333-102-0330
(Transfers), 333-102-0335 (Modification, Revocation, and Termination of Licenses), and
Divisions {63+ 111, f##48:F and 120 of ftheserutest this Chapter. In addition, persons who own,
receive, acquire, possess, use or transfer one or more calibration or reference sources pursuant to these
general licenses:

(a) Shall not possess at any one time, at any one location of storage or use, more than five
microcuries (185 kBq) each of americium-241, of plutonium-238, plutonium-239, or of radium-226 in
such sources; and

(b) Shall not receive, possess, use or transfer such source unless the source or the storage
container, bears a label which includes one of the following statements, as appropriate, or a
substantially similar statement fwhich that contains the information called for in one of the following
statements, as appropriate:

(A) The receipt, possession, use, and transfer of this source, Model , Serial No. , are
subject to a general license and the regulations of the U.S. Nuclear Regulatory Commission or of a
state with which the Commission has entered into an agreement for the exercise of regulatory authority.
Do not remove this label.

CAUTION - RADIOACTIVE MATERIAL -THIS SOURCE CONTAINS (AMERICIUM-241)
(PLUTONIUM{=238}) HPEGFONFFM-2391] DO NOT TOUCH RADIOACTIVE PORTION OF
THIS SOURCE.

Name of manufacturer or importer

NOTE: Show only the name of the appropriate material.

(B) The receipt, possession, use, and transfer of this source, Model , Serial No. , are
subject to a general license and the regulations of any Licensing State. Do not remove this label.
CAUTION - RADIOACTIVE MATERIAL -THIS SOURCE CONTAINS RADIUM-226. DO NOT
TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

Name of manufacturer or importer

(c) Shall not transfer, abandon or dispose of such source except by transfer to a person authorized
by a specific license from the Agency, the U.S. Nuclear Regulatory Commission, an Agreement State
or a Licensing State to receive the source,

(d) Shall store such source, except when the source is being used, in a closed container adequately
designed and constructed to contain americium-241, plutonium[-238, plutonium-239], or radium-226
that might otherwise escape during storage; and

(e) Shall not use such source for any purpose other than the calibration of radiation detectors or
the standardization of other sources.

(6) These general licenses do not authorize the manufacture of calibration or reference sources
containing americium-241, plutonium, or radium-226.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe Rudiation-Protection-Servicesofficeof the Health-Divisionf Oregon
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Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625

Hist.: HD 4-1085, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, . & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

General License for Use of Radioactive Material for Certain In Vitro Clinical or Laboratory
Testing

333-102-0130 (1) A general license is hereby fisswed{ granted to any physician, veterinarian,
clinical laboratory, or hospital to receive, acquire, possess, transfer or use, for any of the following
stated tests, in accordance with ftheprovisionsof sectiorrsf OAR 333-102-0130(2), 333-102-0130(3),
333-102-0130(4), 333-102-0130(5) and 333-102-0130(6) fof thisrutef, the following radioactive
materials in prepackaged units for use in in Vitro clinical or laboratory tests not involving internal
or external administration of radioactive material, or the radiation therefrom, to human beings
or animals:

(a) Iodine-125/todine=434;setenium=75,cobult-57and-carbon=1#] in units not exceeding 10
microcuries (370 kBq) each for use in in vitro clinical or laboratory tests not involving internal or
external administration of radioactive material, or the radiation therefrom, to human beings or animals;

(b) Iodine-131, in units not exceeding 10 microcuries each for use in in vitro clinical or
laboratory tests not involving internal or external administration of byproduct material, or the
radiation therefrom, to human beings or animals;

(c) Carbon-14, in units not exceeding 10 microcuries each for use in in vitro clinical or
laboratory tests not involving internal or external administration of byproduct material, or the
radiation therefrom, to human beings or animals;

(d) Hydrogen-3 (tritium) in units not exceeding 50 microcuries each for use in in vitro clinical or
Jaboratory tests not involving internal or external administration of radioactive material, or the
radiation therefrom, to human beings or animals;

(fcFe) Iron-59 in units not exceeding 20 microcuries (740 kBq) each for use in in vitro clinical or
laboratory tests not involving internal or external administration of radioactive material, or the
radiation therefrom, to human beings or animals;

(f) Selenium-75, in units not exceeding 10 microcuries each for use in in vitro clinical or
laboratory tests not involving internal or external administration of byproduct material, or the
radiation therefrom, to human beings or animals;

(fd#g) Mock iodine-125 reference or calibration sources, in units not exceeding 0.05 microcuries
of iodine-129 and 0.005 microcuries of americium-241 each for use in in vitro clinical or laboratory
tests not involving internal or external administration of radioactive material, or the radiation
therefrom, to human beings or animals.

(2) fPersons-whot A person shall not receive, acquire, possess, use or transfer radioactive
material fpursmant-tof under the general license festablished? granted by section OAR 333-102-
130(1) fof thisrufef unless that person:

(a) Has filed fshali-submit} the required Agency application for registration fformj} pursuant
to OAR 333-101-0007 and submitted the registration fee pursuant to 333-103-015 and fApplicants
wit} received from the Agency a validated license with certification number assigned or. [Fhe

o 3 . . . . . 3
] td
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(b) Has a license that authorizes the medical use of byproduct material that was issued
under OAR 333-116 of this chapter. '

(3) A person who receives, acquires, possesses or uses radioactive material pursuant to the general
license established by section 333-102-130(1) of this rule shall comply with the following:

(a) The general licensee shall not possess at any one time, at any one location of storage or use a
total amount of iodine-125, iodine-131, selenium-75, cobalt-57 and/or iron-59 in excess of 200
microcuries (7.4 MBq);

(fcfb) The general licensee shall store the radioactive material, until used, in the original shipping
container or in a container providing equivalent radiation protection;

(fdfc) The general licensee shall use the radioactive material only for the uses authorized by
fsection] OAR 333-102-130(1) fof thisrutef;

(fefd) The general licensee shall dispose of the mock iodine-125 reference or calibration sources
described in fsubsectionf 333-102-130(1)(f<1g) of this rule as required by OAR 333-120-0500 and
fsection? OAR 333-102-130(6) fof thisruted;

(fffe) The general licensee shall not transfer the radioactive material to a person who is not
authorized to receive it pursuant to a license issued by the Agency, the U.S. Nuclear Regulatory
Commission, any Agreement State or Licensing State, nor transfer the radioactive material in any
manner other than in the unopened, labeled shipping container as received from the supplier.

(4) The general licensee shall not receive, acquire, possess or use radioactive material pursuant to
fsection] OAR 333-102-130(1) fof thisrule}:

(a) Except as prepackaged units that are labeled in accordance with the provisions of an applicable
specific license issued by the U.S. Nuclear Regulatory Commission, any Agreement State or any
Licensing State that authorizes the manufacture and distribution of iodine-125, iodine-131, carbon-14,
hydrogen-3 (tritium), selenium-75, cobalt-57, iron-59 or mock iodine-125 for distribution to persons
generally licensed under section (1) of this rule or its equivalent; and

(b) Unless one of the following statements, as appropriate, or a substantially similar statement
which contains the information called for in one of the following statements, appears on a label affixed
to each prepackaged unit or appears in a leaflet or brochure which accompanies the package:

(A) This radioactive material may be received, acquired, possessed and used only by
physicians, veterinarians, clinical laboratories or hospitals and only for in vifro clinical or
laboratory tests not involving internal or external administration of the material, or the
radiation therefrom, to human beings or animals. Its receipt, acquisition, possession, use and
transfer are subject to the regulations and a general license of the United States Nuclear
Regulatory Commission or of a state with which the Commission has entered into an agreement
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for the exercise of regulatory authority.

Name of Manufacturer

(B) This radioactive material may be received, acquired, possessed and used only by
physicians, veterinarians, clinical laboratories or hospitals and only for in vitro clinical or
laboratory tests not involving internal or external administration of the material, or the
radiation therefrom, to human beings or animals. Its receipt, acquisition, possession, use and
transfer are subject to the regulations and a general license of a Licensing State.

Name of Manufacturer

(5) The registrant [phystcian;veterinarian,clintcat-faboratoryor-hospitat] possessing or using
radioactive material granted by funder} the general license of section OAR 333-102-130(1) fofthis
ruket shall report in writing to the Agency any changes in the information furnished on the required
Agency form. The report shall be furnished within 30 days after the date of such change.

(6) Any person using radioactive material pursuant to the general license granted by fofsectionf
OAR 333-102-130(1) fofthisrute} is exempt from the requirements of Divisions 111 and 120 of this
chapter with respect to radioactive material covered by that general license, except that such persons
using mock iodine-125 described in fsubsectionf OAR 333-102-130(1)(fd7g) fof thisrutef shall
comply with provisions of OAR 333-120-0500, 1333-162-6365¢ 333-120-700 and 333-120-0710.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94

Ice Detection Devices

333-102-0135 (1) A general license is hereby issued to own, receive, acquire, possess, use and
transfer strontium-90 contained in ice detection devices, provided each device contains not more than
50 microcuries (1.85 MBq) of strontium-90 and each device has been manufactured or imported in
accordance with a specific license issued by the U.S. Nuclear Regulatory Commission or each device
has been manufactured in accordance with the specifications contained in a specific license issued by
the Agency or an Agreement State to the manufacturer of such device pursuant to licensing
requirements equivalent to those in section 32.61 of 10 CFR Part 32.

(2) Persons who own, receive, acquire, possess, use or transfer strontium-90 contained in ice
detection devices pursuant to the general license granted by firsectionf OAR 333-102-0135(1) fof
thisrufef:

(a) Shall, upon occurrence of visually observable damage, such as a bend or crack or discoloration
from overheating to the device, discontinue use of the device until it has been inspected, tested for
Jeakage and repaired by a person holding a specific license from the Agency, the U.S. Nuclear
Regulatory Commission or any other Agreement State to manufacture or service such devices; or shall
dispose of the device pursuant to the provisions of OAR 333-120-0500;

(b) Shall assure that all labels affixed to the device at the time of receipt, and which bear a
statement which prohibits removal of the labels, are maintained thereon; and

(c) Are exempt from the requirements of Divisions 111 and 120 of ftheserutfest this Chapter
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except that such persons shall comply with the provisions of OAR 333-120-0500, 333-102-700, and
333-120-710.

(3) This general license does not authorize the manufacture, assembly, disassembly or repair of
strontium-90 in ice detection devices.

(4) This general license is subject to the provisions of OAR 333-100-0040through333=166-
0655+ 333-100-005, Definitions; 333-100-025, Exemptions); 333-100-030, Additional
Requirements; 333-100-055, Records: 333-100-060(1) and 333-100-060(2), Inspections; 333-100-
065. Tests:, 333-102-0305(1) through 333-102-0305(8), Terms and Conditions of Licenses; 333-
102-0330, Transfers; 333-102-0335, Modification, Revocation, and Termination of Licenses; and
Division 118 of ftheserutest this Chapter.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe-Radiation-Protection-Servicesvfficeof the Healith-Divisionf Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

Specific Licenses

Application for Specific Licenses.

333-102-190 (1) Applications for specific licenses shall be filed on a form prescribed by the
Agency. Information contained in previous applications, statements or reports filed with the
Agency, the US Nuclear Regulatory Commission, or an Agreement State or a Licensing State or
the Atomic Energy Commission may be incorporated by reference, provided that the reference is
clear and specific.

(2) The Agency may at any time after the filing of the original application, and before the
expiration of the license, require further statements in order to enable the Agency to determine
whether the application should be granted or denied or whether a license should be modified or
revoked.

(3) Each application shall be signed by the applicant or licensee or a person duly authorized
to act for and on the applicant’s or licensee’s behalf.

(4) An application for a license filed pursuant to the rules in this Division and Divisions 105,
113, 115, 116, 117, and 121 of this Chapter will be considered also as an application for licenses
authorizing other activities for which licenses are required by the Act, provided that the
application specifies the additional activities for which licenses are requested and complies with
rules of the Agency and the US Nuclear Regulatory Commission as to applications for such
licenses.

(5) Each new application for a radioactive material license shall be accompanied by the fee
prescribed by OAR 333-103-010. No fee will be required to accompany an application for
renewal or amendment of a license, except as provided in 333-103-010.

(6) An application for a license to receive and possess radioactive material for the conduct of
any activity that the Agency has determined, pursuant to Subpart A of Part 51 of 10 CFR
(Environmental Protection Regulations applicable to materials licensing), will significantly affect
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the quality of the environment, shall be filed at least 9 months prior to commencement of
construction of the plant or facility in which the activity will be conducted and shall be
accompanied by any Environmental Report required pursuant to Subpart A of 10 CER Part 51.

(7) An application for a specific license to use radioactive material in the form of a sealed
source or in a device that contains the sealed source must either--

(a) Identify the source or device by manufacturer and model number as registered with the
US Nuclear Regulatory Commission under 10 CFR Part 32.210 or with an Agreement State; or

(b) Contain the information identified in 10 CFR Part 32.210(c).

(8) As provided by OAR 333-102-200, certain applications for specific licenses filed under
this Division and Divisions 105, 113, 115, 116, 117, and 121 of this Chapter must contain a
proposed decommissioning funding plan or a certification of financial assurance for
decommissioning as follows:

NOTE: If a renewal application was submitted on or before July 27, 1990, the
decommissioning information may follow the renewal application but must be submitted prior to
the license being issued.

(9)(a) Each application to possess radioactive materials in unsealed form, on foils or plated
sources, or sealed in glass in excess of the quantities in 10 CFR 30.72, ‘‘Schedule C--Quantities of
Radioactive Materials Requiring Consideration of the Need for an Emergency Plan for
Responding to a Release,” must contain either:

(A) An evaluation showing that the maximum dose to a person offsite due to a release of
radioactive materials would not exceed 1 rem effective dose equivalent or 5 rems to the thyroid;
or

(B) An emergency plan for responding to a release of radioactive material.

(b) One or more of the following factors may be used to support an evaluation submitted
under OAR 333-102-190(9)(a)(A) of this section:

(A) The radioactive material is physically separated so that only a portion could be involved
in an accident;

(B) All or part of the radioactive material is not subject to release during an accident
because of the way it is stored or packaged;

(C) The release fraction in the respirable size range would be lower than the release fraction
shown in 10 CFR Part 30.72 (Schedule C - Quantities of Radioactive Materials Requiring
Consideration of the Need for an Emergency Plan for Responding to a Release) due to the
chemical or physical form of the material;

(D) The solubility of the radioactive material would reduce the dose received;

(E) Facility design or engineered safety features in the facility would cause the release
fraction to be lower than shown in 10 CFR Part 30.72;

(F) Operating restrictions or procedures would prevent a release fraction as large as that
shown in 10 CFR Part 30.72; or

(G) Other factors appropriate for the specific facility.

(c) An emergency plan for responding to a release of radioactive material submitted under
paragraph (9)(a)(B) of this section must include the following information:

(A) Facility description. A brief description of the licensee’s facility and area near the site.

(B) Types of accidents. An identification of each type of radio-
active materials accident for which protective actions may be needed.

(C) Classification of accidents. A classification system for classifying accidents as alerts or
site area emergencies.

(D) Detection of accidents. Identification of the means of detecting each type of accident in a
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timely manner.

(E) Mitigation of consequences. A brief description of the means and equipment for
mitigating the consequences of each type of accident, including those provided to protect workers
onsite, and a description of the program for maintaining the equipment.

(F) Assessment of releases. A brief description of the methods and equipment to assess
releases of radioactive materials.

(G) Responsibilities. A brief description of the responsibilities of licensee personnel should
an accident occur, including identification of personnel responsible for promptly notifying offsite
response organizations and the Agency; also responsibilities for developing, maintaining, and
updating the plan.

(H) Notification and coordination. A commitment to and a brief description of the means to
promptly notify offsite response organizations and request offsite assistance, including medical
assistance for the treatment of contaminated injured onsite workers when appropriate. A control
point must be established. The notification and coordination must be planned so that
unavailability of some personnel, parts of the facility, and some equipment will not prevent the
notification and coordination. The licensee also shall commit to notify the Agency immediately
after notification of the appropriate offsite response organizations and not later than one hour
after the licensee declares an emergency.

NOTE: These reporting requirements do not superceed or release licensees of complying
with the requirements under the Emergency Planning and Community Right-to-Know Act of
1986, Title III, Pub. L. 99-499 or other state or federal reporting requirements.

() Information to be communicated. A brief description of the types of information on
facility status, radioactive releases, and recommended protective actions, if necessary, to be given
to offsite response organizations and to the Agency.

(J) Training. A brief description of the frequency, performance objectives and plans for the
training that the licensee will provide workers on how to respond to an emergency including any
special instructions and orientation tours the licensee would offer to fire, police, medical and
other emergency personnel. The training shall familiarize personnel with site-specific emergency
procedures. Also, the training shall thoroughly prepare site personnel for their responsibilities in
the event of accident scenarios postulated as most probable for the specific site, including the use
of team training for such scenarios.

(K) Safe shutdown. A brief description of the means of restoring the facility to a safe
condition after an accident.

(L) Exercises. Provisions for conducting quarterly communications checks with offsite
response organizations and biennial onsite exercises to test response to simulated emergencies.
Quarterly communications checks with offsite response organizations must include the check
and update of all necessary telephone numbers. The licensee shall invite offsite response
organizations to participate in the biennial exercises. Participation of offsite response
organizations in biennial exercises although recommended is not required. Exercises must use
accident scenarios postulated as most probable for the specific site and the scenarios shall not be
known to most exercise participants. The licensee shall critique each exercise using individuals
not having direct implementation responsibility for the plan. Critiques of exercises must evaluate
the appropriateness of the plan, emergency procedures, facilities, equipment, training of
personnel, and overall effectiveness of the response. Deficiencies found by the critiques must be
corrected.

(M) Hazardous chemicals. A certification that the applicant has met its responsibilities
under the Emergency Planning and Community Right-to-Know Act of 1986, title IIL, Pub. L.
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99-499, if applicable to the applicant’s activities at the proposed place of use of the byproduct
material.

(d) The licensee shall allow the offsite response organizations expected to respond in case of
an accident 60 days to comment on the licensee’s emergency plan before submitting it to Agency.
The licensee shall provide any comments received within the 60 days to the Agency with the
emergency plan.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.:

General Requirements for the Issuance of Specific Licenses

333-102-0200 An application for a specific license fapplicationfor-sourcesof radiation,as

defined-in-OAR333-106-0005(1257F, will be approved if ftheAgency-determinesthat]:
(1) The application is for a purpose authorized by the Act;

(2) The applicant is qualified by freasonoff training and experience to use the material fin
guestiont for the purpose requested in faccordance-with-theserutesinf such faf manner as to protect
health and minimize danger to fpublichealth-and-safety} life or property;

(f243) The applicant’s proposed equipmentf;# and facilities fandprocedurest are adequate to
protect health and minimize danger to life fpublicheatth-and-safetyf or property;

[ Thetssuanceof the ticense-witinot-be-inimical (detrimentat)tothe-heatthond-safety-of the
public;and]

(4) The applicant satisfies any applicable special requirements contained in Divisions 102, 105,
113, 115, 116, 117, or 121 of this Chapter; and [OAR333-102-0225,333-102-0235,333-102-0240;

62%—333—-}9219285—333—}62—9285’—333—}62—0296—0%92—6293 7

(5) In the case of an application for a license to receive and possess radioactive material for
the conduct of any activity which the Agency determines will significantly affect the quality of
the environment, the Agency Manager or designee, before commencement of construction of the
plant or facility in which the activity will be conducted, on the basis of information filed and
evaluations made pursuant to Subpart A of Part 51 of 10 CFR, has concluded, after weighing the
environmental, economic, technical, and other benefits against environmental costs and
considering available alternatives, that the action called for is the issuance of the proposed
license, with any appropriate conditions to protect environmental values. Commencement of
construction prior to such conclusion shall be grounds for denial of a license to receive and
possess byproduct material in such plant or facility. As used in this rule, the term
‘‘commencement of construction” means any clearing of land, excavation, or other substantial
action that would adversely affect the environment of a site. The term does not mean site
exploration, necessary roads for site exploration, borings to determine foundation conditions, or
other preconstruction monitoring or testing to establish background information related to the
suitability of the site or the protection of environmental values.

(b) Upon a determination that an application meets the requirements of the Act, and the
rules of the Agency, the Agency will issue a specific license authorizing the possession and use of

radioactive material (Radioactive Materials License”). [Environmentat Report-or-Commencement
¥, ¥, I1 . "' .. P gencyaete e ar "vv l""ii‘ 'llil' or Ut
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Publlcatlons The publication(s) referred to or incorporated by reference in this rule are available

for review at {the RadiationProtection-Servicesoffice of the HeuithrDivistonf Oregon Health

Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.655, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

Definitions

333-102-0203 The following definitions apply for Radioactive Material Licenses issued pursuant
to this Division and Divisions 105, 113, 115, 117, and 121 of this Chapter:

NOTE: Unless otherwise specified in this rule, the licenses described in this rule are limited by
conditions of the radioactive materials license issued pursuant to OAR 333-102-0200, and other
applicable {333-102-0360,333-102-0305,orothersubdivistonsordivisionsof thesef rules in this
Chapter.

(1) "Analytical Leak Test" means a facility-specific license issued pursuant to OAR 333-103-
010(2)(a), authorizing possession of environmental samples, sealed source leak-test, contamination

w1pe, etc. samples for {-serwce-actmtzer} radloanalytmal measurements ﬁ%rwmtmmnatrm-lmk—test
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feak-testsamples—and-asrequired-by these-rutes orticenseconditionst. This license does not authorize
collection of samples, or decommissioning or decontamination activities for-#icense-to-possessany

(2) "Assets" means anything of material value or usefulness. In the context of a materials
license, assets include all existing capital, effects, possessions, and belongings and all probable future
economic benefits obtained or controlled by a particular entity.

(3) "Basic License" means a facility-specific license issued pursuant to OAR 333-103-010(2)(b)
Fisswed-pursuantto-OAR333-102-0206-unthorizing the} authorizing the receipt, possession, use,
transfer, and disposal of sources of radiation or radioactive materials incident to gauge service,
teletherapy service, medical afterloader service, and other licensed service activities; pre-
packaged waste pickup (not packaging), storage of materials prior to license termination,
instrument quality control servicing or calibraion (excluding activities authorized by OAR 333-
103-010(2)(m)), or other minor activities not otherwise specified in these rules, such as
authorization for “systems”, as defined in these rules, pursuant to that definition.

(4) HBeneficiated™tor "Beneficiating"f)# means feoncentratingorf subjecting a product to
any process that will increase or concentrate fincreasing} any component (including the radioactive
materials) fin-aproductormuteriat} to benefit the product;.

(5) "Brachytherapy" means a Healing Arts facility-specific license issued pursuant to OAR 333-

103-010(2)(c) authorizing the use of brachytherapy sources for in vivo fintracavitary,-interstitiat,or-in

vivo} application of radiation ftherapy pursuantto-OAR} in accordance with 333-116-0420.

Brachytherapy includes radioactive material sealed sources in seeds, needles, plaques, or other

localized medical devices, but excludes remote afterloaders {“High-DoserateBrachytherapy™].
(6) "Broad Scope A" means a facility-specific license issued pursuant to OAR 333-103-

010(2)(d), authorizing activities fpurswanttof in 333-102-0900(1)(), under the authority of a
Radlatlon Safety Comm1ttee Fformuttiptesites;multipte-sources of radiation, and-multipte wsers:

(7) "Broad Scope B" means a facility-specific license issued pursuant to OAR 333-103-010(2)(e)
authorizing activities described in 333-102-0900(1)(b), under the authority of a Radiation Safety

Officer. fFhisspecificticenseanthorizesonly thoseradioactive muatertatstisted pursuant to 16-€CFR

(8) "Broad Scope C" means a facility-specific license issued pursuant to 333-103-010(2)(f)
authorizing activities described in 333-102-0900(1)(c), under the authority of an authorized user.

(9) ""commencement of construction' means any clearing of land, excavation or other
substantial action related to a preposed activity for specific licensing that would adversely affect
the natural environment of a site.
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(£9410) "Current assets" means cash or other assets or resources commonly identified as those
which are reasonably expected to be realized in cash or sold or consumed during the normal operating
cycle of the business.

(f#6#11) "Decontamination and Decommissioning" means (a) a facility specific license issued
pursuant to OAR 333-103-010(2)(w) authorizing activities that result in returning a site to its
original prelicense condition prior to termination of licensed activities; (b) activities performed
pursuant to OAR 333-102- 0335f—DBecommissioningand-Pecontaminationactivities may be

performed} on any portion fpartst of a site prior to license termination.
(f+#}12) "Diagnosis" means examination, determination, identification, study, or analysis of a

medical condition.

(H2113) "Distribution” means a facility-specific fradioactive-muteriatsf license issued pursuant
to OAR 333-103-010(2)(g), authorizing transfer or distribution (sale) of general or specific license

radioactive materlal memmfmmﬁmmmmmmmmm

nmterm-l—} to persons granted a general llcense fgememl-ly} or fspecrfzml-lyf 1ssued a specnfic license,
or, in the case of NARM, to persons exempt from the rules in this Chapter flicensedunder-these

E : , e radiation].

(43114) "Exempt Source" means radioactive material, exempt from ftheset the rules in this

(15) “Facility” means location of licensed activities under the direct control of licensee
management. If a "Facility", as used in this Division, includes multiple separate addresses, the
Agency may determine how the scope of licensed activities, pursuant to OAR 333-102-295, 333-
102-300, 333-102-305, 333-102-315, 333-102-320, or 333-102-325, is authorized.

({—1-47‘16) "Fixed Gauge means a source spec1f10 hcense for fsea{-ed-sonrces-regfstm'ed-m

measuring, gauging, or

controlhng dev1ces {pumvm-m-ﬁxed-or-hybnd-guugesf pursuant to OAR 333-162-02661 333-103-
010(2)(h). The fixed gauge license also includes X-Ray & Hybrid Gaugesf;#eensedf pursuant to
freguirementsin-OAR333-145;1 Division 115 of this Chapter, fwhich} that contain fusef both
fregistered} X-Ray sources and radioactive sealed sourcesfpursmantto-OAR333-102-02601.

(17) ""General license'" means a granted license, as opposed to an issued license, effective
under these rules, to acquire, own, possess, use, or transfer radioactive material or a device that
contains radioactive material.

(+5+18) "General License Depleted Uranium" means the general license granted subject to
receipt of the registration application pursuant to 333-101-0007, and fee, pursuant to 333-103-
015, for depleted uranium used for shleldmg or counter welghts and 1ssued pursuant to 333 102-

(f#6+19) "General License Device" means the general license granted subject to receipt of the
registration application pursuant to 333-101-0007, and fee, pursuant to 333-103-015, for
measurlng, gaugmg, or controllmg devices granted the general llcense by 333 102- 0015

(#7420) "General License In Vitro Laboratory" means the general license granted by OAR
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333-102-130, subject to receipt of the registration application pursuant to OAR 333-101-0007,
and fee, pursuant to 333 103- 015 for in vztro materials granted a general llcense by 333 102-0130

(H8121) "General License Source Material" means the general license granted fregistrationf for
use and possession of source material pursuant to OAR 333-102-0101f-and-333-10+-06671.

(22) “General License for “Certain Devices and “Equipment’ means the general license
granted for use and possession of devices consisting for not more than 500 microcuries of
polonium-210 or not more than 50 millicuries of tritium (H-3) per device, pursuant to 10 CFR
31.3.

(23) “General License for Luminous Devices for Aircraft’” means the general license granted
for use and possession of devices containing not more than 10 curies of tritium or not more than
300 millicuries of promethium-147.

(24) “General license for Ownership of Radioactive Material and Limits of Possession”
means the general license granted to own material that is not necessarily possessed; conversely,
material that is possessed is, by grant of general license, not necessarily owned, pursuant to the
general license in OAR 333-102-120.

(25) “General License for Calibration and Reference sources” means the general license
granted to possess not more than five (5) microcuries (185 kBq) of americium-241, plutonium-
238, plutonium-239, or radium-226, pursuant to the general license in OAR 333-102-125.

(26) “General License for Ice Detection Devices’ means the general license granted to
possess not more than fifty (50) microcuries (1.85 MBq) of strontium-90, pursuant to the general
license in OAR 333-102-135.

(f19427) "Generators and kits" means "Imaging and Localization."

(f26128) "Healing Arts Specific Licensefs7" means a specific license authorizing activities in

DlVlSlOl’l 116 of this Chapter [mdndrﬂrefoﬁomngfaafnyﬂpeqﬁt-hmmmhmned-purmmm

M 114 b 113

111 . o 144

({24729) "High Doserate fBrachytherapy? Remote Afterloader” means a source-specific license
issued pursuant to OAR 333-103-010(2)(i) authorizing ffof the use of fhighdoserate

brachytherapyf sources in accordance with 333-116-475, which fsuchasremoteafterfoadingdevices
(ascontrasted-with-highdoserate fromexternal-beam—sources);7 may be either mobile or stationary,

and which deliver a doserate in excess of 2 Gray (200 rad) per hour at the point or surface where
the dose is prescribed. A device may be designated as being high, medium, or pulsed dose remote
afterloader or mobile high, medium, or pulsed doserate remote afterloader.

(f22430) "Hybrid Gauge" means a fixed gauging device that contains both a fradioactive

muteriatf sealed sourcefst and an x-ray source fofradrationt, pursuant to fOARIIF-15F Division
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115 of this Chapter. Mmfga@emmdammmmﬁxed-gzzugmgmﬂmhn

1 h 1

AR 333-1-6-0320dupliciti

(f24131) "In Vitro Laboratory" means a Healing Arts facility-specific license, under management
of a physician or Healing Arts specialist, issued pursuant to OAR 333-103-010Q2)(k) ftoconductt
authorizing factivities pursuant-to-these-rufes, usingt the use of prepackaged radioactive materials in
quantities greater than those authorized fpursuant-tof by the General License granted by finf OAR
333-102-0130(2).

(£25432) Imaging and Localization means a Healing Arts facility-specific license issued
pursuant to OAR 333-103-010(2)(j) authorizing the use of generators and kits for nuclear medicine
imaging and localization fpursuanttof in accordance with 333-116-0320 or positron emission
tomography studies in accordance with 333-116-800 through 333-116-880.

(£26133) "Industrial Radiography" means a facility-specific license issued pursuant to OAR 333-
103-010(2)(1) £333-102-0225-und-333-1657 authorizing activities in Division 105 of this Chapter

td » s

(27434) "Instrument Calibration" means a source-specific radioactive materials license issued
pursuant to OAR 333-103-010(2)(m) F333-102-62067 for faf sources of radiation used to calibrate
instruments. : et 5 ; ; ;
meusits l.ILS, guugiug, LUll,tI Ulll:llg, Iudl:Ugl uyl’t_y, ur llwuliug ur tb, VV”EL‘(,I’L Iﬂubt l’/(‘: uuil'tur l‘(,Cd l’})/ JCIJMI ui(:

oo g S |

(£28135) "Investigational New Drug” f/(f¥D)} means a Healing Arts facility-specific license
issued pursuant to OAR 333-103-010(2)(n) authorizing the use of any Hnvestigationat-New Drug
(NP} investigational product or device approved by the US Food and Drug Administration
(FDA) for human use research, diagnosis, or therapy, fpurswanttof in accordance with thefsef rules
in this Chapter.

(36) “Irradiator-Other”” means an irradiator with greater than 10,000 curies (370 TBq)
licensed pursuant to OAR 333-103-010(2)(w) and 333-103-010(7), designed to produce extremely
high dose rates as authorized by Division 121 of this Chapter.

(£29437) "Irradiator Self-shielded or Other - Less than 10,000 Curies" means a source-specific
license issued pursuant to OAR 333-103-010(2)(o) authorizing fforuseinaf self-shielded
irradiators, including blood irradiators, panoramic irradiators, and converted teletherapy units,
with less than 10,000 Ci (370 TBq) activity.

(£36738) "Liabilities” means probable future sacrifices of economic benefits arising from present
obligations to transfer assets or provide services to other entities in the future as a result of past
transactions or events.

(39) ""Lot Tolerance Percent Defective'' means, expressed in percent defective, the poorest
quality in an individual inspection lot that should be accepted.

(40) “Low Doserate Remote Afterloader Device” means a Healing Arts source-specific
license issued pursuant to OAR 333-103-010(2)(b) authorizing devices 333-116-475, which
remotely deliver a doserate of less than 2 Gray (200 rad) per hour at the point or surface where
the dose is prescribed.

(£31141) "Manufacturing £ or Compounding" means a facility-specific radioactive materials
license issued pursuant to OAR 333-103-010(2)(p) authorizing fmanufacturingf manufacture,
fabrication, fwhich-means} assembly, construction, combining, processing, forf concentrating,
beneficiating, or processing items or products using or containing radioactive materials into a finished
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product containing radioactive material in accordance with applicable requirements in Divison
102 of this Chapter.

(£32142) "Manufacturing or Compounding and Distribution" (Manufacturing and Distribution)
means “Manufacturing or Compounding” pursuant to OAR 333-102- 203(31) and “Distribution”,
pursuant to OAR 333-102- 203(12) fpmdncmn—qfupmducﬁmdmmfm'fm‘pmﬁﬁdmﬁrbuﬂmﬁw

pCIDUIL.) (744 J[JCLULL“LL)’ ur SCILKIMLL)’ LL(,CIL-)CU, ur C.LCIILIJLJI urit lleIlOllts quuu CIIlClLLD, yulouulu lU lILCDC
rutes Manufacturing activities and fB7distribution activities require separate specific licenses.

(f33143) "Mobile Nuclear Medicine Service" means a facility- -specific Healing Arts license
issued fanthorized} pursuant to OAR 333-116-0120 authorizing ftoprovide-mobitenuctear-medicine
services} the medical use of radioactive material at specified temporary locations.

(44) "Naturally occurring radioactive material (NORM)'" means radioactive material in the
uranium or thorium decay series existing in nature in concentrations less than 0.05% source
material.

(f3#445) "Net working capital" means current assets minus current liabilities.

(£35746) "Net worth" means total assets minus total liabilities and is equivalent to owner’s equity.

({36747) "Neutron Howitzer" means a device that contains farshiefded] a sealed source
containing Special Nuclear Material (see definition in OAR 333-100-0005(127), which fsonrce;
designed-and-used-to-produce] generates neutrons that are used for analytical, teaching, or research
purposes.

(£37448) "Neutron Production” denotes a process in which neutrons are produced either by
natural or artificial means = * *

(f38149)

"NORM (no processing)" means a facility-specific license pursuant to OAR 333-103-010(2)(n)
authorizing ffof possession, use, forf and transfer frion=exempt-concentrationst of fraturatly
ucc-m-rmg—radmactwmatami-(-} NORMﬁ-} in accordance with Division 117 of this Chapter.

l VVIlLLIl« llL€ luulUuLLLVC IILUJCI LU-LD IILU-_)’ ILLLVC UCKIL UCILCJLLLU«LCLL ouruar LULLI«MLL)/ l’LLI cu.)e:u Lll
concentrution

NOTE: NORM licenses authorize licensable quantities of radioactive material in the
uranium or thorium decay series. Licensable quantities of NORM are derived from disposal
limits in Division 50 of Chapter 345 of the Oregon Administrative Rules (OAR). Except for
Division 50 exemptions, any material that contains NORM requires a specific license. Zircon
sand is used as the NORM model for licensing purposes. Quantities of zircon sand in excess of
20,000 pounds in a year constitute a licensable quantity of NORM.. NORM materials that are
not zircon are based on the zircon model. [ qihequRM—hceme-anﬂnmrbmgﬁtmtedﬂVGRM

pluuuct.) lt UUCD ILUL uuLILU’L(,E Vr ULC.).)LHS, VV’LLLIL mauy ICDMLL LIL Luuucgo (,Uquuung YUUrLe Illrul('ﬁl uu [#44
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' ]
(£39750) "Nuclear Laundry" means a laundry facility designed specifically to clean or launder
clothing contaminated with licensed radioactive materials fdecontamination-by-founderingof
clothingor-taundry-items-contaminated-withradioactive-matertat}. Nuclear Laundry facilities must

have process and waste management control procedures to prevent reconcentrating of licensed
materials in fcontaminationof} sewers, drains, premises, and the environment. Nuclear Laundry
activities are authorized pursuant to OAR {333-162-0203F 333-103- 010(2)(w), "Radioactive Material
Not Otherwise Specified Facility" (see 333-102-203(xx).

(f46751) "Nuclear Pharmacy" means a facility-specific license issued pursuant to OAR 333-103-
010(2)(s) for activities authorized by 333-102-0285 and the Oregon Board of Pharmacy rules, to
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compound Radiopharmaceutical and distribute (sell or transfer) to persons specifically licensed to
receive such compounds or products.

NOTE: Nuclear Pharmacies, pursuant to policy provisions of Division 50 of OAR 345 may
collect syringes containing residual licensed material from spent patient doses, since the syringe
is considered to be a transport device under the administrative control of the pharmacy rather
than the licensed material transferred as the dose. Residual licensed material may be considered
either to be exempt pursuant to Table 1 of Division 50 or under the authority of a Division
license if the receding licensee stores syringes for decay. In either case, the Division license should
specify which disposal method is being used by the pharmacy and licensee to avoid compatibility
conflicts with Division 50 requirements.

(f4—17‘52) "Other Measurmg Dev1ce" means a source- spemflc hcense issued pursuant to—,ffor

sonrce-hotderst OAR 333-103 010(2)(t), authorlzmg analytlcal mstruments gas chromatograph
electron capture detectors, and other non-portable analytical instruments, including those
devices that contain multiple sources but are configured and used as a ‘system’, in accordance
with the definition in 333-102-203(xx).

NOTE: General license gas chromatograph detectors that formerly were granted a general
license by OAR 333-102-115, but which required a registration fee pursuant 333-103-015(2)(b),
now are subject to the specific license in 333-103-010(2)(t).

(f#2453) "Pool-type irradiator” means an irradiator with greater than 10,000 curies (370 TBq)
PHEGA=curiedevice-with] in which ftheradioactivesonrcesshielded-withf water provides the
radiation shielding, fdesigned-to-produce-extremety-highdoserates foruses} authorized in
accordance with Division 121 of this Chapter fpurswantto70-CFR-Part3671.

(f#3154) "Portable Gauge" means a source-specific license issued pursuant to OAR {333-162-
62667 333-103-010(2)(u) for sources used in devices fmeasuringorgaugingdevicecontaining
mdmuctzve-smfedwomresf that can fmay} be transported and used at temporary _]Ob sites. {ﬂny

NOTE: Any device that meets the definition of ‘portable gauge’ and is transported or used
at temporary job sites within the state of Oregon, requires an application for and issnance of an
Oregon specific license subject to OAR 333-103-010(2)(u).

(85) "Positron Emission Tomography' (PET) means a licensed healing arts activity
authorized by 333-116-800 and included in the facility specific license issued pursuant to OAR
333-103-010(2)(j). PET nuclides, which are NARM, are subject to all Oregon rules.

(f#4156) "Possession or storage of industrial wastes containing radioactive material" means
activities fincidentf subject to Division 110 of this Chapter for the production or storage of wastes
that are exempt from Division 50 of OAR Chapter 345 facility siting requirements fpursuantto-OAR
345-5604, and were generated under a current NRC, Agreement State, or Licensing State specific
radioactive materials license.

(F#5457) "Possession or storage of uranium tailings" means activities incident to uranium
processing or milling operations resulting in the production of tailingsf;pursuant to-OAR333-H067.

(58) “Principal activities” means activities authorized by the license that [which] are
essential to achieving the purpose(s) for which the license was issued or amended. Storage during
which no licensed material is accessed for use or disposal and activities incidental to
decontamination or decommissioning are not principal activities.

(f#6159) "Processing" means chemically or physically changing a licensed material from one
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physical form to another form or specie (e.g., breaking an ore down into its components resulting in
"tailings"; milling a raw licensed material and combining to form another product or material. See
"Beneficiated"; "Manufacturing or f#A#Compounding".

(f#7460) "Radiation Source" means source of radiation (see definition of "Source of radiation" in
OAR 333-100-0005).

(f#8761) "Radioactive Material Not Otherwise Specified fRAMAVOST Facility)" means a
fradioactive-materiat] license issued pursuant to OAR 333-103-010(2)(w) authorizing activities
that includes, but f#s7 are not limited to, complex licensable activities such as facility decontamination
and decommissioning, fseafed-sonrceand-deviceevalnations;F nuclear laundry activities, uranium mill
tailings storage, storage of industrial wastes containing radioactive materials, large irradiator
management, and other complex activities not otherwise specified in these rules.

(£#9162) "Radioactive Materials License"” means the document, pursuant to OAR 333-102-0300,
issued ftoarrappticant} after an application, pursuant to OAR 333-102-0295, has been accepted as
adequate, which fthm‘} SpClelCS rad10act1ve materials, use authorlzatlons safety procedures and use

(£56463) "Radiopharmaceutical Therapy" means a Healing Arts facility-specific license issued
pursuant to OAR 333-103-010(2)(v) authorizing the use of Radiopharmaceutical for therapy
fpursuant-tof in accordance with OAR 333-116-0360.

(64) “Remote Afterloader’” means a medical device that moves a sealed source to an
interstitial (in vivo) location without exposing the practitioner to the radiation dose. Remote
afterloader sources may be manipulated using computer software and engineering techniques.

(f54765) "Research & Development” means a facility-specific license issued pursuant to OAR
333-162-6206F 333-103-010(2)(x) authorizing research and development activities, as defined in
OAR 333-100-005(112), fFhisticenseanthorizes procedurest but does not authorize additional
specific sources of radiation, which must be licensed separately pursuant to OAR 333-103-0010 and
333-103-0015.

(66) “Responsible Representative’” means the person designated as having responsibility for
general license device or general license material; the person management has selected to certify
general license inventory; and the individual responsible to the Agency and to management to
ensure that all regulatory elements are adequate.

(£52467) "Sealed source/device evaluation" means the fAgerncyf review of a licensee’s prototype
source or device prior to registration fissuancef by the Nuclear Regulatory Commission fofaf in the
Sealed Source and Device Catalog fregistrationnumberf.

NOTE: The Agency no longer has authority to review sources or devices. All source or
device reviews must be forwarded to the NRC for review. Authority to conduct device or source
evaluations was rescinded by the NRC in 1998.

(68) “Site Area Emergency” means events may occur, are in progress, or have occurred that
could lead to a significant release of radioactive material and that could require a response by
offsite response organizations to protect persons offsite.

(£537#69) "Sealed Sources for Diagnosis" means a Healing Arts source-specific license issued
pursuant to OAR 333-103-010(2)(y) authorizing the use of sealed sources for diagnosis fpurswant-tof
in accordance with OAR 333-116-0400.

(£55470) "Special Nuclear Material (sealed)" means a source-specific license issued pursuant to
OAR 333-103-010(2)(aa), authorizing the use, possession, or transfer of sealed sources (special form)
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containing special nuclear material, as defined in OAR 333-100-005(1), (2), and (7). (See "Neutron
Howitzer"; "Neutron Production".)

(£56F71) "Special Nuclear Material (unsealed)" means a facility-specific license issued pursuant
to OAR 333-103-010(2)(bb), authorizing the use, possession, or transfer of unsealed (normal form)
special nuclear material, as defined in OAR 333-100-005(1), (2), and (7).

(£57472) "Specific license radioactive material" means radioactive material that requires
authorization in a specific license document pursuant to OAR 333-102-0075(2) where materials

must be fspecificatly] annoted ffisted} on faradiouctivematertatsticenset the specific license,

fpursuantto-OAR333-102-0075(2;1 and validated with a specific license fee pursuant to 333-103-
010(2)(a) through 333-103-010(2)(hh) (see "Radioactive Materials License").

(73) ""System"", as used in this chapter, means multiple separate (individual) sources of
radiation (sealed radioactive sources), which together, rather than independently, achieve a
desired functionality. Such "system' is subject to one specific license fee or general license
registration fee, as the case may be.

(£58474) "Tangible net worth" means the tangible assets that remain after deducting liabilities;
such assets would not include intangibles such as goodwill and rights to patents or royalties.

(£59475) "Teletherapy fexternat-beam)" means a Healing Arts source-specific license issued
pursuant to OAR 333-103-010(2)(cc) authorizing teletherapy procedures fsourcesof radiation for
externat-beamradiationfroma-radioactivesourceoutsideof the-body pursuant-tof in accordance
with OAR 333-116-0480. This license also includes other high dose rate external beam therapy devices
such as the "gamma knife."

(f66776) "Temporary job site" means any fauxttiaryor-remotef location where specific license
material is used that is either (a) not the specific location of the licensee if an in-state licensee or
(b) any location in the State if an out-of-state specific licensee, fwhere-specificticensedradioactive
muterict-maybensed—stored-orpossessed} pursuant to a specific radioactive materials license.

NOTE: Persons authorized for temporary jobsites in Oregon must have a specific license for
such activities.

(f64477) "Therapy" means a process that is meant to be restorative, promotes healing, or is
beneficial to a patient in a healing arts context.

(£62478) "Unique" means a specific license issued pursuant to OAR 333-103-010(2)(dd) to
Agencies in the Oregon Health fDivision} Servicesfwhichcarriesnoticense feef.

(f63179) "Uptake and Dilution" means a Healing Arts facility-specific license issued pursuant to
OAR 333-103-010(2)(ee) authorizing activities in fOAR} 333-116-0300 fauthorizing} for uptake,
dilution, and excretion studies fpurswuntto-OAR333-116-03661.

(£54180) "Use and Possession of Source Material " means a facility-specific radioactive materials
license issued pursuant to OAR 333-103-010(2)(z) to possess, use, process, or transfer source
material, as defined in OAR 333-100-005f(2)and(377(123), in quantities greater than general
license quantities or in concentrations greater than 0.05 percent source material.

NOTE: This definition was amended to avoid confusion between the definition of “source
material” in Division 100 of this Chapter and the specific license (billable object) in Division 103
of this Chapter.

(f64181) Use of Xenon Gas means a Healing Arts facility-specific license issued pursuant to
OAR 333-103-010(2)(ff) authorizing the use of Xe-133 for diagnosis pursuant to OAR {33316~
63461 333-116-280;

(£65}82) "Waste Packaging for-Brokering}" means a facility-specific license issued pursuant to
OAR 333-103-010(2)(gg), authorizing packaging, collection, storage, and transfer of radioactive waste
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fpmmnrto—thme-mfeﬁ This spe01ﬁc hcense does not authorlze storage of radloactlve wastes fmtless

sepm-ateiy-hcmsed} but does authorize temporary Job sites.
(£66183) "Well Logging" means a fsonrce=specifict license issued pursuant to OAR 333-103-

010(2)(hh) authorizing the possession, use, transfer, or disposal of sources of radiation used for well
logging activities fasf authorized fin-GAR333-1437 by Division 113 of this Chapter.

NOTE: Unless specifically authorized in this rule or in a radioactive materials license that
authorizes temporary job sites, specific licenses shall [only] be used only at one authorized site.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94

Human Use of Radioactive Material in Institutions
333-102-0205
[HD 4-1985, f. & ef. 3-20-85; HD 10-1987, f. & ef. 7-28-87; Repealed by HD 1-1991, f. & ef. 1-
8-91]

Human Use of Radioactive Material by Individual Physicians
333-102-0210
[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]

Human Use of Sealed Sources
333-102-0215
[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]

Research and Development in Institutions
333-102-0220
[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]
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safety.]
Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94

Licensing the Manufacture and Distribution of Radioactive Material for Human Use Under a
General License

333-102-0230

[HD 4-1985,f. & ef.3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]
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Eicensimg-the Manf 1 Bistribution-of Bevi p G ki .

Requirements for license to manufacture, or initially transfer Radioactive Material contained in
devices Granted a General License Under OAR 333-102-0115

333-102-0235 (1) An application for a specific license to manufacture, or fdéstributef initially
transfer devices containing radioactive material, excluding special nuclear material, to persons
fgeneraliyticenseds granted a general license funderf by OAR 333-102-0115 or equivalent
regulations of the U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing State will
be approved if:

(a) The applicant satisfies the general requirements of OAR 333-102-0200;

(b) The applicant submits sufficient information relating to the design, manufacture, prototype
testing, quality control, labels, proposed uses, installation, servicing, leak testing, operating and safety
instructions, and potential hazards of the device to provide reasonable assurance that:

(A) The device can be safely operated by persons not having training in radiological protection;

(B) Under ordinary conditions of handling, storage, and use of the device, the radioactive material
contained in the device will not be released or inadvertently removed from the device; and it is unlikely
that any person will receive in fany pertod-of onecatendarguarterf one (1) year a dose in excess of
10 percent of the annual limits specified in OAR 333-120-0100; and

(C) Under accident conditions (such as fire and explosion) associated with handling, storage and
use of the device, it is unlikely that any person would receive an external radiation dose or dose
commitment in excess of the dose to the appropriate organ as specified in Column IV of the table
in 10 CFR Part 32.24 ffollowingorgandoses}:

(1) Whole body; head and trunk; active blood-forming organs; gonads; or lens
of eye 15 rem (150 mSv)

(i1) Hands and forearms; feet and ankles; localized areas of skin averaged over areas no larger
than one (1) square centimeter

200 rem (2 Sv)

(iii) Other organs

50 rem (500 mSv)

(c) Each device bears a durable, legible, clearly visible label or labels approved by the Agency,
which contain in a clearly identified and separate statement:

(A)Instructions and precautions necessary to assure safe installation, operation and servicing of
the device (documents such as operating and service manuals may be identified in the label and used to
provide this information);

(B)The requirements, or lack of requirement, for leak testing, or for testing of any on-off
mechanism and indicator, including the maximum time interval for such testing, and the identification
of radioactive material by isotope, quantity of radioactivity, and date of determination of the quantity;
and

(C) The information called for in [one of] the following statement[s, as appropriate,] in the same
or substantially similar form:

[(1)] The receipt, possession, use and transfer of this device, Model , Serial No. , are
subject to a general license or the equivalent and the regulations of the U.S. Nuclear Regulatory
Commission or of a fsfState with which the U.S. Nuclear Regulatory Commission has entered into an
agreement for the exercise of regulatory authority. This label shall be maintained on the device in a
legible condition. Removal of this label is prohibited.

[NOTE: The model, serial number, and name of manufacturer or distributor may be omitted from
this label provided the information is elsewhere specified in labeling affixed to the device.]

CAUTION - RADIOACTIVE MATERIAL[ ]
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(Name of manufacturer or fdistributorf initial transferor)

[(ii) The receipt, possession, use and transfer of this device, Model , Serial No. ,
are subject to a general license or the equivalent, and the regulations of a Licensing State. This
label shall be maintained on the device in a legible condition. Removal of this label is prohibited.

CAUTION - RADIOACTIVE MATERIAL

Name of manufacturer or distributor]

NOTE: Devices licensed under 10 CFR Part 32.51 prior to January 19, 1975 may bear
labels authorized by the regulations in effect on January 1,1975. The model, serial number, and
name of manufacturer, or fdstributort initial transferor may be omitted from this label provided the
information is elsewhere specified in labeling affixed to the device.

(d) For devices in which there is a separable source housing that provides the primary
shielding for the source, the source housing also must bear a durable label containing the device
model number and serial number, the isotope and quantity, the words, ‘“Caution-Radioactive
Material,” the radiation symbol described in OAR 333-120-400, and the name of the
manufacturer or initial distributor.

(e) For devices that meet the criteria of OAR 333-102-115(3)(m)(A), a permanent (e.g.,
embossed, etched, stamped, or engraved) label must be affixed to the source housing if separable,
or the device if the source housing is not separable, that includes the words, “Caution-
Radioactive Material,” and, if practicable, the radiation symbol described in OAR 333-120-400.

(2) In the event fFthe applicant fmuayreguest desires that the device be required to be tested
at intervals longer than six months, either for proper operation of the on-off mechanism and indicator,
if any, fand/for for leakage of radioactive material or both, the applicant f—Fheapptication} the
applicant shall include in this application sufficient information to demonstrate that such longer
interval is justified by performance characteristics of the device or similar devices,f-F and by
fDidesign features fwhichi that have a fsufficientf significant bearing on the probability or
consequences of leakage of radioactive material from the device or failure of the on-off mechanism
and indicator fmustutso-be-included?. In determining the acceptable interval for the test for leakage of
radioactive material, the Agency will consider information fwhichf that includes, but is not limited to:

(a) Primary containment (source capsule);

(b) Protection of primary containment;

(c) Method of sealing containment;

(d) Containment construction materials;

(e) Form of contained radioactive material;

(f) Maximum temperature withstood during prototype tests;

(g) Maximum pressure withstood during prototype tests;

(h) Maximum quantity of contained radioactive material;

(i) Radiotoxicity of contained radioactive material; and

(j) Operating experience with identical devices or similarly designed and constructed devices.

(3) In the event fFfthe applicant fmeryf desires that the general licensee under OAR 333-102-
0115, or under equivalent rules of the U.S. Nuclear Regulatory Commission, an Agreement State, or a
Licensing State, be authorized to install the device, collect the sample to be analysed by a specific
licensee for leakage of radioactive material, service the device, test the on-off mechanism and
indicator, or remove the device from installation, the applicant shall include in the application
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written instructions to be followed by the general licensee, estimated calendar quarter doses
associated with such activity or activities, and the bases for these estimates. The submitted
information must demonstrate that performance of this activity or activities by an individual
untrained in radiological protection, in addition to other handling, storage, and use of devices
under the general license, is unlikely to cause that individual to receive a |, perform-certatrn-services

1 JLe. s o o~ . ] ry) 11, . ) 53 AN RS Py NPV ERETER S IR ) I 4.
nuritiiiney, IUTREC unu uic Uy Uevidlcs anader ine gercrut TICENST, 1S UILIREL Y iU LUiUsC LRUL LNVttt 1o
receive-a-catendar-quarter] dose in excess of 10 percent of the annual limits specified in OAR 333-

120-0100.
(4) Prior to transfer of a device to a person granted a general license by OAR 333-102-

115(1), the licensee {Eachpersonticensed-under-thisrute-to-distribute-devicesto-personsgeneratly

ticenseds shall:
(a) Furnish a copy of the general license contained in OAR 333-102-0115 to each person to whom

the licensee directly, or through an intermediate person, f&s# transferrsfed radioactive material in a
device for use pursuant to the general license contained in OAR 333-102-0115;

(b) Furnish a copy of the general license contained in the U.S. Nuclear Regulatory Commission,
Agreement State or Licensing State’s rules equivalent to OAR 333-102-0115. Alternatively, a copy of
the general license contained in OAR 333-102-0115 shall be furnished to each person to whom
directly, or through an intermediate person, is transferrs [ed] radioactive material in a device for use
pursuant to the general license of the U.S. Nuclear Regulatory Commission, the Agreement State or the
Licensing State. If a copy of the general license in OAR 333-102-0115 is furnished to such person, it
shall be accompanied by a note explaining that the use of the device is regulated by the U.S. Nuclear
Regulatory Commission, an Agreement State or a Licensing State under requirements substantially the
same as those in OAR 333-102-0115;

(c) Report to the Agency all transfers of such devices to persons for use under the general license
in OAR 333-102-0115. Such report shall identify each general licensee by name and address, an
individual by name and/or position who may constitute a point of contact between the Agency and the
general licensee, the type and model number of device transferred, and the quantity and type of
radioactive material contained in the device. If one or more intermediate persons will temporarily
possess the device at the intended place of use prior to its possession by the user, the report shall
include identification of each intermediate person by name, address, contact and relationship to the
intended user. If no transfers have been made to persons fgeneratlyticensed} granted a general
license fomderf by OAR 333-102-0115 during the reporting period, the report shall so indicate. The
report shall cover each calendar quarter and shall be filed within 30 days after the end of each quarter;

(d) Furnish reports to other agencies

(f¢1A) Report to the U.S. Nuclear Regulatory Commission all transfers of such devices to persons
for use under the U.S. Nuclear Regulatory Commission general license in section 31.5 of 10 CFR Part
31. Reports must be submitted on the NRC form “Transferrs of Industrial Devices Report” or
on a clear and legible report containing all of the data required by the form. The required
information includes:

(i) The identity of each general licensee by name and address;

DRAFT Page 42 of 115 Division 102



OREGON ADMINISTRATIVE RULES *imp 7/15/2 Time:933
CHAPTER 333, DIVISION 102 - OREGON HEALTH fBfvEStoN] SERVICES

(ii) The name and phone number of the person designated by the general licensee to be
responsible for ensuring compliance with the appropriate regulations and requirements;

(iii) The date of transfer; the type, model number, and serial number of the device
transferred; and

(iv) The quantity and type of byproduct material contained in the device.

(v) If one or more intermediate persons will temporarily possess the device at the intended
place of use prior to its possession by the user, the report must include the same information for
each intermediate person, and clearly designate that person as an intermediate person.

(vi) If the device transferred replaced another returned by the general licensee, report also
the type, model number, and serial number of the one returned.

(vii) If no transfers have been made to persons generally licensed under 10 CFR 31.5 or
OAR 333-102-115 during the reporting period, the report must so indicate.

(viii) The report must cover each calendar quarter, must be filed within 30 days of the end
of the calendar quarter, and must clearly indicate the period covered by the report.

(ix) The report must clearly identify the specific licensee submitting the report and include
the license number of the specific licensee.;

(fefB) Report to the responsible Agreement or Licensing State agency all transfers of such
devices to persons for use under a general license in an Agreement State’s regulations equivalent to
OAR 333-102-0115. Such reports shall identify all of the information in 333-102-0235(4)(d),
including each general licensee by name and address, an individual by name and/or position who may
constitute a point of contact between the agency and the general licensee, the type and model of the
device transferred, and the quantity and type of radioactive material contained in the device. If one or
more intermediate persons will temporarily possess the device at the intended place of use prior to its
possession by the user, the report shall include identification of each intermediate person by name,
address, contact and relationship to the intended user. The report shall be submitted within 30 days
after the end of each calendar quarter in which such device is transferred to the person fgeneratty
ticensed} granted a general license;

({ffe) If no transfers have been made to U.S. Nuclear Regulatory Commission’s licensees during
the reporting period, this information shall be reported to the U.S. Nuclear Regulatory Commission;

(g7f) If no transfers have been made to persons fgeneratlyticensedt granted a general license
within a particular Agreement State during the reporting period, this information shall be reported to
the responsible Agreement State agency upon request of the agency;

([h]g) Keep records showing the name, address and the point of contact for each general licensee
to whom directly, or through an intermediate person is transferred radioactive material in devices for
use pursuant to the general license provided in OAR 333-102-0115 or equivalent regulations of the
U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing State. The records should
show the date of each transfer, the isotope and the quantity of radioactive material in each device
transferred, the identity of any intermediate person and compliance with the reporting requirements of
333-102-0235(4)(h)fthis-section}. Records required by this rule must be maintained for a period
of three years following the estimated useful life of the device or the date of final disposition, if
known.;

(h) Furnish a list of the services that only can be performed by a specific licensee, and
information on acceptable disposal options, including estimated costs of disposal, to each person
to whom he directly, or through an intermediate person, transfers radioactive material in a
device for use under the general license granted in 333-102-115;

(i) Furnish the name, address, and phone number of the contact at the Agreement State
regulatory agency from which additional information may be obtained. If a copy of the general
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license in OAR 333-102-115 is furnished to such person, it shall be accompanied by a note
explaining that use of the device is regulated by the Agreement State.

(j) Label each device transferred if more than one year after the effective date of this rule in
accordance with the labeling requirements in § 32.51(a)(3) through (5).

(k) If a notification of bankruptcy has been made under § 30.34(h) or the license is to be
terminated, provide, upon request, to the NRC and to any appropriate Agreement State, records
of final disposition required under § 32.52(c).

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at ftheRadintion-Protection-Servicesofficeof the Health Pivision Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, . & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635, 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Special Requirements for a Specific
License to Manufacture,
Assemble, Repair or Distribute
Commodities, Products or Devices
Which Contain Radioactive Material

Introduction [Licensing the Introduction] of Radioactive Material [into Products] in Exempt
Concentrations into Products or Materials. and Transfer of Ownership or Possession:
Requirements for license

333-102-0245 f{Hinudditionto-the-requirements-setforth-inOAR 333-162-0266,«f An
application for a specific license authorizing the introduction of radioactive material into a product or
material owned by or in the possession of the licensee or another and the transfer of ownership or
possession of the product or material containing the radioactive material: ftobe transferred-to
personsexempt-under-OAR333-102-0016(1)F will be approved fisswed? if the applicant:

(fafl) fFheapplicant} Satisfies the general requirements specified in OAR 333-102-200;

(2) Provides fswbmits? a description of the product or material into which the radioactive
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material will be introduced, intended use of the radioactive material, and the product or material into
which it is introduced, method of introduction, initial concentration of the radioactive material in the
product or material, control methods to assure that no more than the specified concentration is
introduced into the product or material, estimated time interval between introduction and transfer of
the product or material, and estimated concentration of the fradiouctive-material] radioiosotopes in
the product or material at the time of transfer;

(f#13) fFheappticantpfProvides reasonable assurance that the concentrations of radioactive
material at the time of transfer will not exceed the concentrations in 10 CFR Part 30.70 Schedule A,
that reconcentrating of the radioactive material in concentrations exceeding those in 10 CFR Part
30.70 Schedule A is not likely, that use of lower concentrations is not feasible, and that the product or
material is not likely to be incorporated in any food, beverage, cosmetic, drug or other commodity or
product designed for 1ngest10n or 1nha1at10n by, or application to, a human bemg

ED NOTE: 10 CFR Part 30.70 Schedule A referred to or incorporated by reference in this rule
is attached to this Division or available from the Health Division.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635, 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Records and Material Transfer Reports

333-102-0247 (1) Each person licensed under OAR 333-102-245 shall maintain records of
transfer of material and file a[n annual] report with the Agency.

(2) The report shall identify the:

(a) Type and quantity of each product or material into which radioactive material has been
introduced during the reporting period;

(b) Name and address of the person who owned or possessed the product or material, into
which radioactive material has been introduced, at the time of introduction;

(¢) The type and quantity of radionuclide introduced into each such product or material;
and

(d) The initial concentrations of the radionuclide in the product or material at time of
transfer of the radioactive material by the licensee.

(3) The licensee shall file the report within 30 days following:

(a) Five years after filing the preceding report; or

(b) Filing an application for renewal of the license under OAR 333-102-315; or

(c) Notifying the Agency under OAR 333-102-305(5) of the licensee’s decision to
permanently discontinue activities authorized under the license issued under OAR 333-102-245.

(4) The report must cover the period between the filing of the preceding report and the
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occurrence specified in paragraphs OAR 333-102-247(3)(a), 333-102-247(3)(b), or 333-102-
247(3)(c). If no transfers of radioactive material have been made [pursuant to this rule] under
333-102-245 during the reporting period, the report shall so indicate.

[The report shall cover the year ending June 30 and shall be filed within 30 days thereafter.]

(5) The licensee shall maintain the record of a transfer for a period of one year after the
event is included in a report to the Agency.

(6) No person may introduce radioactive material into a product or material knowing or
having reason to believe that it will be transferred to persons exempt under 10 CER Part 30.14
or equivalent regulations of an Agreement State, except in accordance with a license issued
pursuant to 10 CFR Part 32.11 or the general license provided in 10 CFR Part 150.20
(reciprocity).

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635, 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Manufacture and Distribution of Radioactive Material for Certain In Vitro Clinical or
Laboratory Testing Under a General License

333-102-0250 An application for a specific license to manufacture or distribute radioactive
material for use under the general license specified in OAR 333-102-0130 or equivalent will be
approved if:

(1) The applicant satisfies the general requirements specified in OAR 333-102-0200;

(2) The radioactive material is to be prepared for distribution in prepackaged units of:

(a) Carbon-14 in units not exceeding 10 microcuries (370 kBq) each;

(b) Cobalt-57 in units not exceeding 10 microcuries (370 kBq) each;

(c) Hydrogen-3 (tritium) in units not exceeding 50 microcuries (1.85 MBq) each;

(d) Todine-125 in units not exceeding 10 microcuries (370 kBq) each;

(e) Mock iodine-125 in units not exceeding 0.05 microcurie (1.85 kBq) of iodine-129 and 0.005
microcurie (185 Bq) of americium-241 each;

(f) Iodine-131 in units not exceeding 10 microcuries (370 kBq) each;

(g) Iron-59 in units not exceeding 20 microcuries (740 kBq) each;

(h) Selenium-75 in units not exceeding 10 microcuries (370 kBq) each.

(3) Each prepackaged unit bears a durable, clearly visible label:

(a) Identifying the radioactive contents as to chemical form and radionuclide and indicating that
the amount of radioactivity does not exceed 10 microcuries (370 kBq) of iodine-125, iodine-131,
carbon-14, cobalt-57 or selenium-75; 50 microcuries (1.85 MBq) of hydrogen-3 (tritium); 20
microcuries (740 kBq) of iron-59; or mock iodine-125 in units not exceeding 0.05 microcurie (1.85
kBq) of iodine-129 and 0.005 microcurie (185 Bq) of americium-241 each; and

(b) Displaying the radiation caution symbol described in OAR 333-120-0400 and the words,
CAUTION, RADIOACTIVE MATERIAL and Not for Internal or External Use in Humans or
Animals.

(4) One of the following statements, as appropriate, or a substantially similar statement which
contains the information called for in one of the following statements, appears on a label affixed to
each prepackaged unit or appears in a leaflet or brochure which accompanies the package:

(a) This radioactive material may be received, acquired, possessed and used only by
physicians, veterinarians, clinical laboratories or hospitals and only for in vifre clinical or

DRAFT Page 46 of 115 Division 102



OREGON ADMINISTRATIVE RULES * imp 7/15/2 Time:933
CHAPTER 333, DIVISION 102 - OREGON HEALTH fBI¥VIStoN] SERVICES

laboratory tests not involving internal or external administration of the material, or the
radiation therefrom, to human beings or animals. Its receipt, acquisition, possession, use and
transfer are subject to the regulations and a general license of the U.S. Nuclear Regulatory
Commission or of a state with which the Commission has entered into an agreement for the
exercise of regulatory authority.

Name of manufacturer

(b) This radioactive material may be received, acquired, possessed and used only by
physicians, veterinarians, clinical laboratories or hospitals and only for in vitro clinical or
laboratory tests not involving internal or external administration of the material, or the
radiation therefrom, to human beings or animals. Its receipt, acquisition, possession, use and
transfer are subject to the regulations and a general license of a Licensing State.

Name of manufacturer
(5) The label affixed to the unit, or the leaflet or brochure which accompanies the package,
contains adequate information as to the precautions to be observed in handling and storing such
radioactive material. In the case of the mock iodine-125 reference or calibration source, the
information accompanying the source must also contain directions to the licensee regarding the waste
disposal requirements [set out] in OAR 333-120-0500 of ftheserufest this Chapter.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, {. & cert. ef. 5-
6-94

Licensing the Distribution of Radioactive Material in Exempt Quantities

333-102-0255 (1) An application for a specific license to distribute NARM to persons exempted
from these rules pursuant to OAR 333-102-0035 will be approved if:

(a) The radioactive material is not contained in any food, beverage, cosmetic, drug or other
commodity designed for ingestion or inhalation by, or application to, a human being;

(b) The radioactive material is in the form of processed chemical elements, compounds or
mixtures, tissue samples, bioassay samples, counting standards, plated or encapsulated sources or
similar substances, identified as radioactive and to be used for its radioactive properties, but is not
incorporated into any manufactured or assembled commodity, product or device intended for
commercial distribution; and

(c) The applicant submits copies of prototype labels and brochures and the Agency approves such
labels and brochures.

(2) The license issued under this rule is subject to the following conditions:

NOTE: Authority to transfer possession or control by the manufacturer, processor, or
producer of any equipment, device, commodity, or other product containing byproduct material
whose subsequent possession, use, transfer, and disposal by all other persons are exempted from
regulatory requirements may be obtained only from the U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555.

(a) No more than 10 exempt quantities shall be sold or transferred in any single transaction.
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However, an exempt quantity may be composed of fractional parts of one or more of the exempt
quantity provided the sum of the fractions shall not exceed unity;

(b) Each exempt quantity shall be separately and individually packaged. No more than 10 such
packaged exempt quantities shall be contained in any outer package for transfer to persons exempt
pursuant to OAR 333-102-0035fF. The outer package shall be such that the dose rate at the external
surface of the package does not exceed 0.5 millirem (five pSv) per hour;

(c) The immediate container of each quantity or separately packaged fractional quantity of
radioactive material shall bear a durable, legible label which:

(A) Identifies the radionuclide and the quantity of radioactivity; and

(B) Bears the words Radioactive Material.

(d) In addition to the labeling information required by fsubsectionf OAR 333-102-0255Q2)(c) fof
this-section?, the label affixed to the immediate container, or an accompanying brochure, shall:

(A) State that the contents are exempt from Licensing State requirements;

(B) Bear the words, Radioactive Material--Not for Human Use--Introduction into Foods,
Beverages, Cosmetics, Drugs or Medicinals or into Products Manufactured for Commercial
Distribution is Prohibited--Exempt Quantities Should Not Be Combined; and

(C) Set forth appropriate additional radiation safety precautions and instructions relating to the
handling, use, storage and disposal of the radioactive material.

(3) Each person licensed under this rule shall maintain records identifying, by name and address,
each person to whom radioactive material is transferred for use under OAR 333-102-0035 or the
equivalent rules of any Agreement State or Licensing State and stating the kinds and quantities of
radioactive material transferred. An annual summary report stating the total quantity of each
radionuclide transferred under the specific license shall be filed with the Agency. Each report shall
cover the year ending June 30, and shall be filed within 30 days thereafter. If no transfers of radioactive
material have been made pursuant to this rule during the reporting period, the report shall so indicate.

NOTE: Authority to transfer possession or control by the manufacturer, processor or producer of
any equipment, device, commodity or other product containing byproduct material whose subsequent
possession, use, transfer and disposal by all other persons are exempted from regulatory requirements
may be obtained only from the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605, 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Licensing the Incorporation of Naturally Occurring and Accelerator-Produced Radioactive
Material into Gas and Aerosol Detectors

333-102-0260 An application for a specific license authorizing the incorporation of NARM into
gas and aerosol detectors to be distributed to persons exempt under OAR 333-102-0025 will be
approved if the application satisfies requirements equivalent to those contained in section 32.26 of 10
CFR Part 32. The maximum quantity of radium-226 in each device shall not exceed 0.1 microcurie
(3.7 kBQ).

[Publications: The publication(s) referred to or incorporated by reference in this rule are
available for review at Frrtt ; : fvistonrf Oregon
Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807
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Stats. Implemented: ORS 453.625, 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Special Requirements for the Manufacture, Assembly or Repair of Luminous Safety Devices for
Use in Aircraft

333-102-0265 An application for a specific license to manufacture, assemble or repair luminous
safety devices containing tritium or promethium-147 for use in aircraft, for distribution to persons
fgeneratlyticensed} granted a general license funderf by OAR 333-102-0110 will be approved if:

(1) The applicant satisfies the general requirements specified in OAR 333-102- 0200; and

(2) The applicant satisfies the requirements of sections 32.53, 32.54, 32.55, 32. 56, fandf 32.101,
and 32.110 of 10 CFR Part 32 or their equivalent.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at ftheRadiationProtection-Servicesofficeof the Health-Division] Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.655, 453.665

Hist.: HD 4-1985, . & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Special Requirements for License to Manufacture Calibration Sources Containing Americium-
241, Plutonium or Radium-226 for Distribution to Persons [Generally Licensed] Granted a
General License [Under] by OAR 333-102-0125

333-102-0270 An application for a specific license to manufacture calibration and reference
sources containing americium-241, plutonium or radium-226 to persons fgeneratly ticensed} granted
a general license funderf by OAR 333-102-0125 will be approved if:

(1) The applicant satisfies the general requirement of OAR 333-102-0200; and

(2) The applicant satisfies the requirements of sections 32.57, 32.58, 32.59, and 32.102 of 10
CFR Part 32 and section 70.39 of 10 CFR Part 70 or their equivalent.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at ftheRudintionProtection-Services officeof the Heulth-Bivisionf Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, . & cert. ef. 4-
26-95

Licensing the Manufacture and Distribution of Ice Detection Devices

333-102-0275 An application for a specific license to manufacture and distribute ice detection
devices to persons [generally licensed] granted a general license [under] by OAR 333-102-0135 will be
approved if:
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(1) The applicant satisfies the general requirements of OAR 333-102-0200;
(2) The criteria of sections 32.61, 32.62, [and] 32.103, and 32.110 [of 10 CFR Part 32] are met.
[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe-Radintion-Protection-Services officeof the Health-Bivisionf Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Licensing the Manufacture and Distribution of Radioactive Material for Human Use Under
Group Licenses

333-102-0280

[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, {. & ef. 1-8-91]

Manufacture, Preparation, or Transfer for Commercial fandf Distribution of
fRadiopharmuacenticals] Radioactive Drugs Containing Radioactive Material for Medical Use
Under Division 116

333-102-0285 (1) An application for a specific license to manufacture, prepare, or transfer for

commercial distribution fand-distribute radiopharmuaceunticatst radioactive drugs containing

radioactive material for use by persons flicensed} authorized pursuant to Division 116 of this

Chapter w111 be approved if WWM%G%—OAH%W@#R

({-Ha) The apphcant satlsﬁes the general requlrements spe01ﬁed in OAR 333- 102 0200;

(£27#b) The applicant submits evidence thatf+
——faFfthe applicant is at least one of the following:

(A) Registered or licensed with the U.S. Food and Drug Administration (FDA) as a drug
manufacturer;

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

(C) Licensed as a pharmacy by a State Board of Pharmacy; or

(D) Operatmg asa nuclear pharmacy w1thm a Federal medical institution.

({3#¢) The applicant submits information on the radionuclide, chemical and physical form:f;
packaging-inciuding] the maximum activity per vial, syringe, generator, or other container of the
radioactive drug; and the shielding provided by the packaging to show it is appropriate for the

safe handling and storage of the radioactive drugs by medical use [puckageand-shietding provided
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md-mphannuceuttm{-s-bypvup ] hcensees and
(f#d) The appllcant satlsfies the followmg labelmg requlrements fqﬁ‘ixed—to—mdz—pavkage—qf

(£51A) A label is affixed to each transport radiation shield, whether it is constructed of lead,
glass, plastic, or other material, of a radioactive drug to be transferred for commercial
distribution. The label must include the radiation symbol and the words ‘“CAUTION,
RADIOACTIVE MATERIAL” or “DANGER, RADIOACTIVE MATERIAL”’; the name of the
radioactive drug or its abbreviation; and the quantity of radioactivity at a specified date and
time. For radioactive drugs with a half life greater than 100 days, the time may be omitted.

(B) A label is affixed to each syringe, vial, or other container used to hold a radioactive drug
to be transferred for commercial distribution. The label must include the radiation symbol and
the words “CAUTION, RADIOACTIVE MATERIAL” or “DANGER, RADIOACTIVE
MATERIAL” and an identifier that ensures that the syringe, vial, or other container can be
correlated w1th the mformatlon on the transport radlatlon shield label [ -”Fhe—}abeh—l-eqﬂets-or

(2) A licensee described by paragraph OAR 333-102-285(1)(b)(C) or 333-102-285(1)(b)(D) of
this rule:

(a) May prepare radioactive drugs for medical use, as defined in OAR 333-116-020(14),
provided that the radioactive drug is prepared either by an authorized nuclear pharmacist, as
specified in paragraph (2)(b) and (2)(c), or an individual under the supervision of an authorized
nuclear pharmacist as specified in 10 CFR 35.25.

(b) May allow a pharmacist to work as an authorized nuclear pharmacist if:

(A) This individual qualifies as an authorized nuclear pharmacist as defined in OAR 333-
116-020**%*,

(B) This individual meets the requirements specified in OAR 333-116-0910 and 333-116-
0915 and the licensee has received an approved license amendment identifying this individual as
an authorized nuclear pharmacist, or

(C) This individual is designated as an authorized nuclear pharmacist in accordance with
paragraph 333-116-285(2)(c).

(c) The actions authorized in paragraphs 333-116-285(2)(a) and 333-116-285(2)(b) are
permitted in spite of more restrictive language in license conditions.

(d) May designate a pharmacist (as defined in OAR 333-116-020(23) as an authorized
nuclear pharmacist if the individual is identified as of December 2, 1994, as an ‘‘authorized
user”’ on a nuclear pharmacy license issued by the Agency pursuant to this Division.

(e) Shall provide to the Division a copy of each individual’s certification by the Board of
Pharmaceutical Specialties, the Commission or Agreement State license, or the permit issued by
a licensee of broad scope, and a copy of the state pharmacy licensure or registration, no later
than 30 days after the date that the licensee allows, pursuant to paragraphs OAR 333-102-
285(2)(b)(A) and 333-102-285(2)(b)(C), the individual to work as an authorized nuclear
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pharmacist.

(3) A licensee shall possess and use instrumentation to measure the radioactivity of
radioactive drugs. The licensee shall have procedures for use of the instrumentation. The
licensee shall measure, by direct measurement or by combination of measurements and
calculations, the amount of radioactivity in dosages of alpha-, beta-, or photon-emitting
radioactive drugs prior to transfer for commercial distribution. In addition, the licensee shall:

(a) Perform tests before initial use, periodically, and following repair, on each instrument
for accuracy, linearity, and geometry dependence, as appropriate for the use of the instrument;
and make adjustments when necessary; and

(b) Check each instrument for constancy and proper operation at the beginning of each day
of use.

(4) Nothing in this section relieves the licensee from complying with applicable FDA, other
Federal, and State requirements governing radioactive drugs.

NOTE: Although the Agency does not regulate the manufacture and distribution of reagent kits
that do not contain radioactive material, it does regulate the use of such reagent kits for the preparation
of radiopharmaceuticals containing radioactive material as a part of its licensing and regulation of the
users of radioactive material. Any manufacturer of reagent kits that do not contain radioactive
material, who desires to have the reagent kits approved by the Agency for use by persons licensed for
medical use pursuant to OAR 333-116 or by persons authorized under a group license, or equivalent,
by the U.S. Nuclear Regulatory Commission or any other Agreement State, may submit the pertinent
information specified in this rule.

[Publications: The publication(s) referred to or incorporated by reference in this rule are

available for review at fthe Radiation-Protection-Servicesofficeof the Heaith-Divisionf Oregon

Health Services Radiation Protection Services.]

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.605, 453.625, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95




OREGON ADMINISTRATIVE RULES * imp 7/15/2 Time:933
CHAPTER 333, DIVISION 102 - OREGON HEALTH BIVISION] SERVICES

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605, 453.625, 453.665
Hist.: HD-1-1995, f. & cert. ef. 4-26-95

Manufacture and Distribution of Sources or Devices Containing Radioactive Material for
Medical Use

333-102-0290 (1) An application for a specific license to manufacture and distribute sources and
devices containing radioactive material to persons licensed pursuant to Division 116 of this Chapter
for use as a calibration or reference source or for the uses listed in OAR 333-46-6495F 333-116-400
and {333-H6-0265F 333-116-420 will be approved if:

(a) The applicant satisfies the general requirements in OAR 333-102-0200.

(b) The applicant submits sufficient information regarding each type of source or device pertinent
to an evaluation of its radiation safety, including:

(A) The radioactive material contained, its chemical and physical form and amount;

(B) Details of design and construction of the source or device;

(C) Procedures for, and results of, prototype tests to demonstrate that the source or device will
maintain its integrity under stresses likely to be encountered in normal use and accidents;

(D) For devices containing radioactive material, the radiation profile of a prototype device;

(E) Details of quality control procedures to assure that production sources and devices meet the
standards of the design and prototype tests;

(F) Procedures and standards for calibrating sources and devices;

(G) Legend and methods for labeling sources and devices as to their radioactive content; and

(H) Instructions for handling and storing the source or device from the radiation safety standpoint;
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these instructions are to be included on a durable label attached to the source or device or attached to a
permanent storage container for the source or device[; p]Provided, that instructions fwhichf that are
too lengthy for such a label may be summarized on the label and printed in detail on a brochure
fwhichF that is referenced on the label.

(c) The label affixed to the source or device, or to the permanent storage container for the source
or device, contains information on the radionuclide, quantity, date of assay and a statement that the
U.S. Nuclear Regulatory Commission has approved distribution of the (name of source or
device) fsourceordevice-isticensed-by the Agency for-distributiory to persons licensed to use
radioactive material identified in OAR 333-116-190, 333-116-400, or 333-116-420, as
appropriate, and to persons who hold an equivalent license issued by an Agreement State or the

US Nuclear Regulatory Commission /; purswant-to-Diviston H6and-OAR333-16-6195and 333-

yo N y

(2)(a) In the event the applicant desires that the source or device be required to be tested for
leakage of radioactive material at intervals longer than six monthsf-7,

() The applicant shall include in the application sufficient information to demonstrate that such
longer interval is justified by performance characteristics of the source or device or similar sources or
devices and by design features that have a significant bearing on the probability or consequences of
leakage of radioactive material from the source; and

(b) In determining the acceptable interval for test of leakage of radioactive material, the Agency
will consider information that includes, but is not limited to:

(A) Primary containment or source capsule;

(B) Protection of primary containment;

(C) Method of sealing containment;

(D) Containment construction materials;

(E) Form of contained radioactive material;

(F) Maximum temperature withstood during prototype tests;

(G) Maximum pressure withstood during prototype tests;

(H) Maximum quantity of contained radioactive material;

(I) Radiotoxicity of contained radioactive material; and

(J) Operating experience with identical sources or devices similarly designed and constructed
sources or devices.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605, 453.625, 453.665
Hist.: HD 4-1985, . & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Requirements for License to Manufacture and Distribute Industrial Products Containing
Depleted Uranium for Mass-Volume Applications

333-102-0293 (1) An application for a specific license to manufacture industrial products or
devices containing depleted uranium for use pursuant to OAR 333-102-0103 or equivalent regulations
of the U.S. Nuclear Regulatory Commission or an Agreement State will be approved if:

(a) The applicant satisfies the general requirements specified in OAR 333-102-0200;

(b) The applicant submits sufficient information relating to the design, manufacture, prototype
testing, quality control procedures, labeling or marking, proposed uses and potential hazards of the
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industrial product or device to provide reasonable assurance that possession, use or transfer of the
depleted uranium in the product or device is not likely to cause any individual to receive in any period
of one calendar quarter a radiation dose in excess of 10 percent of the limits specified in OAR 333-
120-0100 of these rules; and

(c) The applicant submits sufficient information regarding the industrial product or device and the
presence of depleted uranium for a mass-volume application in the product or device to provide
reasonable assurance that unique benefits will accrue to the public because of the usefulness of the
product or device.

(2) In the case of an industrial product or device whose unique benefits are questionable, the
Agency will approve an application for a specific license under this rule only if the product or device is
found to combine a high degree of utility and low probability of uncontrolled disposal and dispersal of
significant quantities of depleted uranium into the environment.

(3) The Agency may deny any application for a specific license under this rule if the end use(s) of
the industrial product or device cannot be reasonably foreseen.

(4) Each person licensed pursuant to fsectionf 333-102-0293(1) fof thisrutef shall:

(a) Maintain the level of quality control required by the license in the manufacture of the
industrial product or device; and [

——tb) Maintainthe tevel-of quatity controtregquired-by thelicense] in the installation of the depleted
uranium into the product or device.

(f57b) Label or mark each unit to:

(fafA) Identify the manufacturer of the product or device and the number of the license under
which the product or device was manufactured, the fact that the product or device contains depleted
uranium and the quantity of depleted uranium in each product or device; and

(f+7B) State that the receipt, possession, use and transfer of the product or device are subject to a
general license or the equivalent and the regulations of the U.S. Nuclear Regulatory Commission or an
Agreement State.

(f6F¢) Assure that the depleted uranium before being installed in each product or device has been
impressed with the following legend clearly legible through any plating or other covering: Depleted
Uranium.

(fafA) Furnish a copy of the general license contained in OAR 333-102-0103 to each person to
whom he transfers depleted uranium in a product or device for use pursuant to the general license
contained in OAR 333-102-0103; or

(f#7B) Furnish a copy of the general license contained in the U.S. Nuclear Regulatory
Commission’s or Agreement State’s regulation equivalent to OAR 333-102-0103 and a copy of the U.S.
Nuclear Regulatory Commission’s or Agreement State’s certificate, or alternatively, furnish a copy of
the general license contained in OAR 333-102-0103 to each person to whom he transfers depleted
uranium in a product or device for use pursuant to the general license of the U.S. Nuclear Regulatory
Commission or an Agreement State, with a note explaining that use of the product or device is
regulated by the U.S. Nuclear Regulatory Commission or Agreement State under requirements
substantially the same as those in OAR 333-102-0103.

(fAHd) Report to the Agency all transfers of industrial products or devices to persons for use under
the general license in OAR 333-102-0103. Such report shall identify each general licensee by name
and address, an individual by name and/or position who may constitute a point of contact between the
Agency and the general licensee, the type and model number of device transferred and the quantity of
depleted uranium contained in the product or device. The report shall be submitted within 30 days after
the end of each calendar quarter in which such a product or device is transferred to the generally
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licensed person. If no transfers have been made to persons fgeneratiyticensed} granted a general
license funderf by OAR 333-102-0103 during the reporting period, the report shall so indicate.

(£87e) ffwif Report to the U.S. Nuclear Regulatory Commission all transfers of industrial products
or devices to persons for use under the U.S. Nuclear Regulatory Commission general license in section
40.25 of 10 CFR Part 40.

(f£FA) Report to the responsible state agency all transfers of devices manufactured and
distributed pursuant to OAR 333-102-0115 for use under a general license in that state’s regulations
equivalent to OAR 333-102-0103.

(fcJB) Such report shall identify each general licensee by name and address, an individual by
name and/or position who may constitute a point of contact between the agency and the general
licensee, the type and model number of the device transferred and the quantity of depleted uranium
contained in the product or device. The report shall be submitted within 30 days after the end of each
calendar quarter in which such product or device is transferred to the generally licensed person.

(f4#C) If no transfers have been made to U.S. Nuclear Regulatory Commission licensees during
the reporting period, this information shall be reported to the U.S. Nuclear Regulatory Commission,
and

(feff) If no transfers have been made to general licensees within a particular Agreement State
during the reporting period, this information shall be reported to the responsible Agreement State
agency upon the request of that agency.

(£91g) Keep records showing the name, address and point of contact for each general licensee to
whom he transfers depleted uranium in industrial products or devices for use pursuant to the general
license provided in OAR 333-102-0101(4) or equivalent regulations of the U.S. Nuclear Regulatory
Commission or an Agreement State. The records shall be maintained until inspection by the Agency
and shall show the date of each transfer, the quantity of depleted uranium in each product or device
transferred and compliance with the report requirements of 333-102-0293(9)fthis-sectiony.

(h) Licensees required to submit emergency plans by OAR 333-102-190(9) shall follow the
emergency plan approved by the Commission. The licensee may change the plan without
Commission approval if the changes do not decrease the effectiveness of the plan. The licensee
shall furnish the change to the Director of Nuclear Material Safety and Safeguards, U.S. Nuclear
Regulatory Commission, Washington, DC 20555 and to affected offsite response organizations
within six months after the change is made. Proposed changes that decrease the effectiveness of
the approved emergency plan may not be implemented without application to and prior
approval by the Agency.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.605, 453.625, 453.665
Hist.: HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-6-94
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Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Sealed Source or Device Evaluation

333-102-0297 No sealed source or device containing radioactive material shall be authorized on a
specific license or general license until radiation safety information for that sealed source or device has
been evaluated by the Agency, the U.S. Nuclear Regulatory Commission, another Agreement State, or
a Licensing State.

(1) Any manufacturer or initial distributor of a sealed source or device containing a sealed source
licensed by the Agency shall submit a request to the Agency for evaluation of radiation safety
information about the sealed source or device containing a sealed source.

(2) The request for review shall contain sufficient information about the sealed source or device
to include the radioactive material contained, its chemical and physical form, and amount; details of
design and construction; procedures for, and results of, prototype tests to demonstrate that the source or
device will maintain its integrity under stresses likely to be encountered in normal use and accidents;
details of quality control and quality assurance procedures to ensure that production sources and
devices meet the standards of the design and prototype tests; labeling; proposed uses; and procedures
for leak testing.

(3) For a device containing radioactive material, the request also shall contain sufficient
information about the device to include the radiation profile of a prototype device; method of
installation; service and maintenance requirements; and operating and safety instructions.

(4) After review of the request the Agency may issue an evaluation documenting the information
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in OAR 333-102-0297(2) for sealed sources and OAR 333-102-0297(3) for devices containing
radioactive material.

(5) The manufacturer/distributor submitting the request for evaluation of the safety information
about the product shall manufacture and distribute the product in accordance with the statements and
representations contained in the request, documentation required to support the request, and the
provisions of the evaluation.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.635, 453.665
Hist.: HD-1-1995, f. & cert. ef. 4-26-95

Issuance of Specific Licenses

333-102-0300 (1) Upon a determination that an application meets the requirements of the Act and
these rules, the Agency will issue a specific license authorizing the proposed activity in such form and
containing such conditions and limitations as it deems appropriate or necessary.

(2) The Agency may incorporate in any license at the time of issuance, or thereafter by
appropriate rule, regulation or order, such additional requirements and conditions with respect to the
licensee’s receipt, possession, use and transfer of radioactive material subject to this Division as it
deems appropriate or necessary in order to:

(a) Minimize danger to public health and safety or property;

(b) Require such reports and the keeping of such records and to provide for such inspections of
activities under the license as may be appropriate or necessary; and

(c) Prevent loss of theft of material subject to this Division.

(3) Whenever the Agency denies an application for a new license or a license renewal, the
Agency will notify the applicant in writing stating the grounds for denial. Upon denial, the
applicant may request a hearing pursuant to OAR 333-102-345.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.655
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Specific Terms and Conditions of License

333-102-0305 (1) Each license issued pursuant to the rules in this Division and Divisions 105,
113, 115, 116, 117, and 121 of this Chapter FOAR333-105333-HO 333143, 333-H5333-H6;
and-333-1H7+ shall be subject to all the provisions of the Act, now or hereafter in effect, and to all
rules, regulations and orders of the Agency.

(2) No license issued or granted funderf pursuant to the rules in this Division and Divisions
105,113, 115, 116, 117, and 121 of this Chapter FOAR333-105333-1H0333-1H3333- 15335
+6—and-333-H7andf nor any righ ftopossessorutitize radivactive-materiat-granted-byanyf
underoticensefisswed-purswantto-thisBivision} shall be transferred, assigned or in any manner
disposed of, either voluntarily or involuntarily, directly or indirectly, through transfer of control of any
license to any person, unless the Agency shall, after securing full information, find that the transfer is
in accordance with the provisions of the Act, and shall give its consent in writing.

(3) Each person licensed by the Agency pursuant to the rules in this Division and Divisions 105,
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113, 115, 116, 117, and 121 of this Chapter [GAR333-105,333-H0,333-H3,333-H5333-H6;
and333-117,] shall confine the use and possession of the radioactive material fffcensed to the
locations and purposes authorized in the license. Except as otherwise provided in the license, a
[specificradioactive muteriats] license issued pursuant to the rules in this Division and Divisions 105,
113,115, 116, 117, and 121 of this Chapter fOAR333-105,333-116333-H3333-1H5333-1H6;
and-333=H77F shall carry with it the right to receive, acquire, own, and possess radioactive material.
Preparation for shipment and transport of radioactive material shall be in accordance with the
provisions of fOAR333-H87 Division 118 of this Chapter foftheserutes+

(4)-fAnyf Each license issued funder-this pursuant to the rules in this Division and Divisions
105, 113, 115, 116, 117, and 121 of this Chapter fOAR333-105333-H0,333-H3, 333115333
16, unmd333-117F shall be deemed to contain the provisions set forth in section 183b.-d.,
inclusive, of the Act, whether or not these provisions are expressly set forth in the license.

(5) The Agency may incorporate, in any license issued pursuant to pursuant to the rules in
this Division and Divisions 105, 113, 115, 116, 117, and 121 of this Chapter, at the time of
issuance, or thereafter by appropriate rule, regulation or order, such additional requirements
and conditions with respect to the licensee’s receipt, possession, use and transfer of radioactive
material as it deems appropriate or necessary in order to:

(a) Promote the common defense and security;

(b) Protect health or to minimize danger to life or property;

(c) Protect restricted data;

(d) Require such reports and the keeping of such records, and to provide for such
inspections of activities under the license as may be necessary or appropriate to effectuate the
purposes of the Act and regulations thereunder. [Eicenseesrequired-to-submitemergency ptans
pursnantto-OAR333-102-0200(8)shall follow-the requirements of T6-CFR3034(F:]

(6) Licensees required to submit emergency plans by OAR 333-102-200(10) shall follow the
emergency plan approved by the Agency. The licensee may change the approved plan without
Agency approval only if the changes do not decrease the effectiveness of the plan. The licensee
shall furnish the change to the Agency and to affected offsite response organizations within six
months after the change is made. Proposed changes that decrease, or potentially decrease, the
effectiveness of the approved emergency plan may not be implemented without prior application
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to and prior approval by the Agency.

(7) Each licensee preparing technetium-99m radiopharmaceuticals from
molybdenum-99/technetium-99m generators shall test the generator eluates for molybdenum-99
breakthrough in accordance with OAR 333-116-330. The licensee shall record the results of each
test and retam each record for three years after the record is made [ Eadt—hcerme—shuﬂ-nmﬁ-the

(F+48)(a) Each general licensee subject to the registration requirement in OAR 333-101-0007
and each specific licensee shall notify the Agency in writing immediately following the filing of a
voluntary or involuntary petition for bankruptcy under any Chapter of Title 11 (Bankruptcy) of the
United States Code by or against:

(fefA) The licensee;

(f#7B) An entity (as that term is defined in 11 U.S.C. 101 (14)) controlling the licensee or listing
the license or licensee as property of the estate; or

(fcFC) An affiliate (as that term is defined in 11 U.S.C. 101 (2)) of the licensee.

(£87b) fFhet This notification must fspecified-in-section{7of thisruteshaitf indicate:

(A) ft{The bankruptcy court in which the petition for bankruptcy was filed. and

(B) the date of the filing of the petition.

(9) Sealed sources or detector cells containing licensed material shall not be opened or sources
removed from source holders or detector cells by the licensee.f;norshatt-anyt

(10) No licensee shall acquire licensed radioactive material in a sealed source or in a device that
contains a sealed source unless the source or device has been registered with the U.S. Nuclear
Regulatory Commission under 10 CFR 32.210 or with an Agreement State.

(H6411) Any sealed source fabricated by a licensee shall be registered, inspected, and tested for
construction defects, leakage, and contamination prior to any use or transfer as a sealed source in
accordance with requirements in 10 CFR 32.210.

(H1#12) Each licensee shall conduct a physical inventory at intervals not to exceed six months
to account for all [sonrcesof radiationcontaining] radioactive material received and possessed by
licensee [at-intervalsnottoexceed-six-months]. Inventories shall include the types and quantities of
flicensed-sounrcesoff radioactive material, location of materials, date of receipt, and the date of the
inventory; and for sealed sources, the inventory shall include the types and quantities of sealed
sources, sealed source manufacturer, model number, serial number, date of receipt, condition of
sealed sources, and the date of the inventory. Records of the inventories required by OAR 333-102-
0305(12) shall be kept until inspection by the agency.

(F#2413) Each licensee shall transport radioactive material or deliver radioactive material to a
carrier for transport in accordance with the provisions of Parts 170 through 189 of Title 49, Code of
Federal Regulationsf;and Titte 10 Codeof Federai Reguiations; Part7H} and in accordance with
Division 118 of this Chapter, "Transportation of Radioactive Material."

({—}37114) Each hcensee possessmg a dev1ce llcensed pursuant to OAR 333 103- 010(2)(h) [a

nmterml—seai-ed—source ] shall perform an 1nspect10n of all devnces fsuth—som-ces-of-mdmttmf at
intervals not to exceed six months. Inspections shall include condition of labeling and posting of each
radiation device, and corrective actions taken if any; condition of shutter operation, if applicable, of
each device, and corrective actions taken if any; and location of each device. Records of the
finventortesand} inspections required by OAR 333-102-0305(f8114) fand(9f shall be fmaintained?
kept until inspection by the agency.
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(#4415) No licensee shall open or remove fsourcesoff radioactive material from sealed sources
or detector cells containing licensed radiation sources.

(15416) No person shall repair, modify, dismantle, or effect any change in licensed devices or
radiation sources, nor modify nor alter labels affixed to licensed devices by the manufacturer fwithout
specificticenseanthorization].

({#6717) Installation, initial radiation survey, relocation, removal from service, maintenance, and
repair of fixed gauging devices containing radioactive sealed sources, and installation, replacement,
and disposal of sealed sources shall be performed finaccordance-with-the-instructions provided by the
tabetsor} only by persons specifically authorized by the Agency, the U.S. Nuclear Regulatory
Commission, or another Agreement state to perform such services. Records of all surveys shall be
maintained for inspection by the Radiation Protection Agency.

(HH718) If the licensee has previously determined that monitoring for internal exposure pursuant
to OAR 333-120-0130, 333-120-0210, or 333-120-0320 is required, the data and results of this
evaluation shall be placed in the worker’s exposure records and included the worker’s Oregon Form Z
report.

(f+8119) Testing for Leakage or Contamination of Sealed Sources shall be in accordance with
requirements in OAR 333-120-0460. In the absence of a certificate from a transferor indicating that a
test has been made within six months prior to the transfer, a sealed source or detector cell received
from another person shall not be put into use until tested.

(f#9720) Detector cells shall [only] be used only in conjunction with a properly operating
temperature control mechanism fwhichf that prevents foil temperatures from exceeding
manufacturer’s specifications. Exhaust from detector cells [containingtritinm foits] shall be vented
[through-a-taboratory funte-hood-orothersuitable nmreansdesigned] to [reduce-potential] keep
exposures to personnel and the public as low as reasonably achievable pursuant to OAR 333-120-
180 [tothe-towestprocticabletevel].

(f26121) Licensees who possess £51sealed sources used for testing at field sites shall possess at
such locations transport documents, a current copy of the specific radioactive materials license,
specific license validation certificates, the current leak test certificate, and the licensee’s operating and
emergency procedures. Licensed materials stored in an unrestricted area shall be secured from
unauthorized removal from the place of storage in accordance with provisions of OAR 333-120-0250
and 333-120-0260.

(f24422) Any specific licensee is authorized to receive, possess, use, transfer, and import up to
999 kilograms of uranium contained as shielding for specific licensed radioactive material authorized
by license.

(f22423) A licensee may store, pursuant to OAR 333-120-0500, radioactive waste with a physical
half-life of less than 65 days, for decay-in-storage, before disposal in ordinary trash, provided that:

(a) Waste to be disposed of by storage-for-decay shall be held for decay a minimum of 10 half-
lives; and

(b) Prior to disposal in ordinary trash, decayed waste shall be surveyed with an instrument that
will properly record background radiation dose, to fshowf confirm that fits the radioactivity
cannot be distinguished from background. All radiation labels shall be removed or obliterated; and

(c) Notwithstanding fsubsectionf OAR 333-102-305(22)(a) fabovet, iodine-125 waste in
microcurie amounts may be held for a minimum of five half-lives. Such waste must be surveyed with
an appropriate instrument prior to disposal to confirm that wastefs? is indistinguishable from
background.

(f23124) Licensed materials in an unrestricted area and not in storage shall be tended under the
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constant surveillance and immediate control of the licensee.

(f24725) Except as otherwise specified in a radioactive materials license, the licensee shall have
available and follow the instructions contained in the manufacturer’s instruction manual for the
chromatography device.

(£25426) In lieu of using the conventional radiation caution colors (magenta or purple on yellow
background) as provided in OAR 333-120-0400(2) of the Oregon Rules for the control of Radiation,
the licensee is hereby authorized to label detector cells and cell baths, containing licensed radioactive
material and used in gas chromatography devices, with conspicuously etched or stamped radiation
caution symbols without a color requirement.

(27) If a radiography licensee plans to use, during normal industrial radiographic
operations subject to Division 105 of this Chapter, two or more exposure devices at one jobsite,
the licensee shall require at least one Radiographer or Radiographer Instructor authorized user
for each exposure device, and the total number of authorized personnel (radiographers and
assistant radiographers) at the temporary jobsite shall not be less than n+1 where n=the number
of cameras. ; q F 2 7

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD-1-1995, f. & cert. ef. 4-
26-95

Financial Assurance and Recordkeeping for Decommissioning.

333-102-306 (1) Each applicant for a specific license authorizing the possession and use of
unsealed byproduct material of half-life greater than 120 days and in quantities exceeding
1 x 10° times the applicable quantities set forth in Appendix B to 10 CFR Part 30 shall submit a
decommissioning funding plan as described in OAR 333-102-306(5). The decommissioning
funding plan also must be submitted when a combination of isotopes is involved if R divided by
1 x 10° is greater than 1 (unity rule), where R is defined here as the sum of the ratios of the
quantity of each isotope to the applicable value in Appendix B to 10 CFR Part 30.

(2) Each applicant for a specific license authorizing possession and use of byproduct
material of half-life greater than 120 days and in quantities specified in OAR 333-102-306(4)
shall either:

() Submit a decommissioning funding plan as described in QAR 333-102-306(5); or

(b) Submit a certification that financial assurance for decommissioning has been provided
in the amount prescribed by OAR 333-102-306(4) using one of the methods described in 333-102-
306(6). For an applicant, this certification may state that the appropriate assurance will be
obtained after the application has been approved and the license issued but before the receipt of
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licensed material. If the applicant defers execution of the financial instrument until after the
license has been issued, a signed original of the financial instrument obtained to satisfy the
requirements of 333-102-306(6)(f) must be submitted to the Agency before receipt of licensed
material. If the applicant does not defer execution of the financial instrument, the applicant shall
submit to the Agency, as part of the certification, a signed original of the financial instrument
obtained to satisfy the requirements of 333-102-306(6)(f).

(3)(a) Each holder of a specific license issued on or after July 27, 1990, which is of a type
described in OAR 333-102-306(1) or 333-102-306(2), shall provide financial assurance for
decommissioning in accordance with the criteria set forth in this rule.

(b) Each holder of a specific license issued before July 27, 1990, and of a type described in
OAR 333-102-306(1) shall submit, on or before July 27, 1990, a decommissioning funding plan as
described in 333-102-306(5) or a certification of financial assurance for decommissioning in an
amount at least equal to $750,000 in accordance with the criteria set forth in this rule. If the
licensee submits the certification of financial assurance rather than a decommissioning funding
plan, the licensee shall include a decommissioning funding plan in any application for license
renewal.

(c) Each holder of a specific license issued before July 27, 1990, and of a type described in
OAR 333-102-306(2) shall submit a decommissioning funding plan as described, in 333-102-
306(5), or a certification of financial assurance for decommissioning in accordance with the
criteria set forth in this rule.

(d) Any licensee who has submitted an application before July 27, 1990, for renewal of
license in accordance with OAR 333-102-315 shall provide financial assurance for
decommissioning in accordance with paragraphs 333-102-306(1) and 333-102-306(2). This
assurance must be submitted before the renewal license is issued.

(4) Required amounts of financial assurance for decommissioning by quantity of material:

(A) greater than 1 x 10° but less than or equal to 1 x 10° times the applicable quantities of
Appendix B to 10 CFR Part 30 in unsealed form. (For a combination of isotopes, if R, as defined
in OAR 333-102-306(1), divided by 1 x 10* is greater than 1 but R divided by 1 x 10° is less than
Orequal t0 1.) . .ivuuiiiiiiiiitiiiiiiitieeeeneeenarnnerosnennsonennoosnnannns $750,000

(B) greater than 1 x 10° but less than or equal to 1 x 10* times the applicable quantities of
Appendix B to 10 CFR Part 30 in unsealed form. (For a combination of isotopes, if R, as defined
in 333-102-306(1), divided by 1 x 10° is greater than 1 but R divided by 1 x 10* is less than or
LT 0 P $150,000

(C) greater than 1 x 10" times the applicable quantities of appendix B to 10 CFR Part 30 in
sealed sources or plated foils. (For a combination of isotopes, if R, as defined in 333-102-306(1),
divided by 1x 10™isgreater than 1) ..........vvuiuvenernnerennreneneenneennnenns $75,000

(5) Each decommissioning funding plan must contain a cost estimate for decommissioning
and a description of the method of assuring funds for decommissioning from OAR 333-102-
306(6), including means for adjusting cost estimates and associated funding levels periodically
over the life of the facility. The decommissioning funding plan also must contain a certification
by the licensee that financial assurance for decommissioning has been provided in the amount of
the cost estimate for decommissioning and a signed original of the financial instrument obtained
to satisfy the requirements of 333-102-306(f).

(6) Financial assurance for decommissioning must be provided by one or more of the
following methods:

(a) Prepayment. Prepayment is the deposit prior to the start of operation into an account
segregated from licensee assets and outside the licensee’s administrative control of cash or liquid
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assets such that the amount of funds would be sufficient to pay decommissioning costs.
Prepayment may be in the form of a trust, escrow account, government fund, certificate of
deposit, or deposit of government securities.

(b) A surety method, insurance, or other guarantee method. These methods guarantee that
decommissioning costs will be paid. A surety method may be in the form of a surety bond, letter
of credit, or line of credit. A parent company guarantee of funds for decommissioning costs
based on a financial test may be used if the guarantee and test are as contained in Appendix A of
10 CFR Part 30. A parent company guarantee may not be used in combination with other
financial methods to satisfy the requirements of this rule. A guarantee of funds by the applicant
or licensee for decommissioning costs based on a financial test may be used if the guarantee and
test are as contained in Appendix C to 10 CFR Part 30. A guarantee by the applicant or licensee
may not be used in combination with any other financial methods to satisfy the requirements of
this section or in any situation where the applicant or licensee has a parent company holding
majority control of the voting stock of the company. Any surety method or insurance used to
provide financial assurance for decommissioning must contain the following conditions:

(A) The surety method or insurance must be open-ended or, if written for a specified term,
such as five years, must be renewed automatically unless 90 days or more prior to the renewal
date, the issuer notifies the Agency, the beneficiary, and the licensee, of its intention not to
renew. The surety method or insurance also must provide that the full face amount be paid to
the beneficiary automatically prior to the expiration without proof of forfeiture if the licensee
fails to provide a replacement acceptable to the Agency within 30 days after receipt of
notification of cancellation.

(B) The surety method or insurance must be payable to a trust established for
decommissioning costs. The trustee and trust must be acceptable to the Agency. An acceptable
trustee includes an appropriate State or Federal government agency or an entity which has the
authority to act as a trustee and whose trust operations are regulated and examined by a Federal
or State agency.

(C) The surety method or insurance must remain in effect until the Agency has terminated
the license.

(¢) An external sinking fund in which deposits are made at least annually, coupled with a
surety method or insurance, the value of which may decrease by the amount being accumulated
in the sinking fund. An external sinking fund is a fund established and maintained by setting
aside funds periodically in an account segregated from licensee assets and outside the licensee’s
administrative control in which the total amount of funds would be sufficient to pay
decommissioning costs at the time termination of operation is expected. An external sinking fund
may be in the form of a trust, escrow account, government fund, certificate of deposit, or deposit
of government securities. The surety or insurance provisions must be as stated in OAR (333-102-
306 (6)(b).

(d) In the case of Federal, State, or local government licensees, a statement of intent
containing a cost estimate for decommissioning or an amount based on the Table in 333-102-
306(4), and indicating that funds for decommissioning will be obtained when necessary.

(e) When a government entity is assuming custody and ownership of a site, an arrangement
that is deemed acceptable by such government entity.

(7) Each person licensed under this Division and Divisions 105, 113, 115, 116, 117, or 121 of
this Chapter shall keep records of information important to the decommissioning of a facility in
an identified location until the site is released for unrestricted use. Before licensed activities are
transferred or assigned in accordance with OAR 333-102-206(2), licensees shall transfer all
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records described in this paragraph to the new licensee. In this case, the new licensee will be
responsible for maintaining these records until the license is terminated. If records important to
the decommissioning of a facility are kept for other purposes, reference to these records and
their locations may be used. Information the Agency considers important to decommissioning
consists of--

(a) Records of spills or other unusual occurrences involving the spread of contamination in
and around the facility, equipment, or site. These records may be limited to instances when
contamination remains after any cleanup procedures or when there is reasonable likelihood that
contaminants may have spread to inaccessible areas as in the case of possible seepage into porous
materials such as concrete. These records must include any known information on identification
of involved nuclides, quantities, forms, and concentrations.

(b) As-built drawings and modifications of structures and equipment in restricted areas
where radioactive materials are used and/or stored, and of locations of possible inaccessible
contamination such as buried pipes which may be subject to contamination. If required
drawings are referenced, each relevant document need not be indexed individually. If drawings
are not available, the licensee shall substitute appropriate records of available information
concerning these areas and locations.

(c) Except for areas containing only sealed sources (provided the sources have not leaked or
no contamination remains after any leak) or byproduct materials having only half-lives of less
than 65 days, a list contained in a single document and updated every 2 years, of the following:

(A) All areas designated and formerly designated restricted areas as defined in OAR 333-
100-005 (For requirements prior to January 1, 1994, see 10 CFR 20.3 as contained in the CFR
edition revised as of January 1, 1993.);

(B) All areas outside of restricted areas that require documentatlon under OAR 333-102-
306(7)(a).

(C) All areas outside of restricted areas where current and previous wastes have been
buried as documented under QAR 333-120-670; and

(D) All areas outside of restricted areas that contain material such that, if the license
expired, the licensee would be required either to decontaminate the area to meet the criteria for
decommissioning in Division 120 of this Chapter or apply for approval for disposal under OAR
333-120-500(3).

(d) Records of the cost estimate performed for the decommissioning funding plan or of the
amount certified for decommissioning, and records of the funding method used for assuring
funds if either a funding plan or certification is used.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD

Expiration and Termination of Licenses and Decommissioning of Sites and Separate Buildings
or Qutdoor Areas.

333-102-0310 (1)(a)Except as provided in OAR {333-162-0345(25F 333-102-310(1)(b), each
specific license shall expire at the end of the fspecifiedf day on the expiration date stated in the
license unless the licensee has filed an application for renewal under 333-102-315 before the
expiration date stated in the existing license (or, for those licenses subject to paragraph 333-102-
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310(1)(b), before the deemed expiration date in that paragraph) fin-the-monthand-year-stated
thereinf. If an application for renewal has been filed before the expiration date stated in the
existing license (or, for those licenses subject to paragraph (a)(2) of this section, before the
deemed expiration date in that paragraph), the existing license expires at the end of the day on
which the Agency makes a final determination to deny the renewal application or, if the
determination states an expiration date, the expiration date stated in the determination.

(b) Each specific license that has an expiration date after July 1, 1995, and is not one of the
licenses described in paragraph OAR 333-102-310(1)(c), shall be deemed to have an expiration
date that is five years after the expiration date stated in the current license.

(c) The following specific licenses are not subject to, or otherwise affected by, the provisions
of paragraph OAR 333-102-310(1)(b):

(A) Specific licenses for which, on February 15, 1996, an evaluation or an emergency plan is
required in accordance with OAR 333-102-190(9);

(B) Specific licenses whose holders are subject to the financial assurance requirements
specified in OAR 333-102-306, and on February 15, 1996, the holders either:

(i) Have not submitted a decommissioning funding plan or certification of financial
assurance for decommissioning; or

(ii) Have not received written notice that the decommissioning funding plan or certification
of financial assurance for decommissioning is acceptable;

(C) Specific licenses whose holders are listed in the SDMP List published in NUREG 1444,
Supplement 1 (November 1995);

(D) Specific licenses who need an environmental assessment or environmental impact
statement pursuant to Subpart A of Part 51 and OAR 333-102-200(5);

(E) Specific licenses whose holders have not had at least one Agency inspection of licensed
activities before February 15, 1996;

(F) Specific licenses whose holders, as the result of the most recent Agency inspection of
licensed activities conducted before February 15, 1996, have been:

(i) Cited for a serious health and safety noncompliance;

(B) Subject to an Order issued by the Agency; or

(ii) Subject to a Confirmatory Action Letter issued by the Agency.

(G) Specific licenses with expiration dates before July 1, 1995, for which the holders have
submitted appllcatlons for renewal under OAR 333 102-315

informution-specified-in-subsection-{Hfarand-(b)of thisruteand-oplan forcomptetionof
decommissioning-if required-by10-€FR3636-1 Each specific license revoked by the Agency

expires at the end of the day on the date of the Commission’s final determination to revoke the
license, or on the expiration date stated in the determination, or as otherwise provided by
Agency Order.

(3) [No-tess-than30-days-before-th o shiod-in-the-ti et bk
either-] Each specific license continues in effect, beyond the expiration date if necessary, with
respect to possession of radioactive material until the Agency notifies the licensee in writing that
the license is terminated. During this time, the licensee shall--

(a) [Submitun-appticationforticenserenewat-under-OAR333-102-0315;or] Limit actions

involving radioactive material to those related to decommissioning; and
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(b) [Nor;/yﬁeﬂ—gency—mmﬁnmg—gﬂtheﬁem-deadesmmmv—ﬂw—hmm ] Continue to

control entry to restricted areas until they are suitable for release in accordance with Agency
requirements.

(4) [Hfaticenseedoesnotsubmit-anupplication forticenserenewatunder- OAR 333-102-0315;
the-ticenseeshatlonor-before-the-expiration-datespecified-intheticense:] Within 60 days of the

occurrence of any of the following, consistent with the administrative directions in OAR 333-
100-045, each licensee shall provide notification to the Agency in writing of such occurrence, and
either begin decommissioning its site, or any separate building or outdoor area that contains
residual radioactivity so that the building or outdoor area is suitable for release in accordance
with Agency requirements, or submit within 12 months of notification a decommissioning plan,
if required by paragraph (7)(a), and begin decommissioning upon approval of that plan if--

(2) fFerminateuseof radioactive materiat;} The license has expired pursuant to paragraph
OAR 333-102-310(1) or 333-102-310(2); or

(b) fRemove-radioactive-contamination-to-the-extent practicable; 7 The licensee has decided to
permanently cease principal activities, as defined in OAR 333-102-203(462?), at the entire site or
in any separate building or outdoor area that contains residual radioactivity such that the
building or outdoor area is unsuitable for release in accordance with Agency requirements; or

(c) fProperly-dispose-of radioactivemuteriat;} No principal activities under the license have

been conducted for a period of 24 months; or

(d) Submitacompleted-copyof the requiredAgency form;—andf No principal activities have

been conducted for a period of 24 months in any separate building or outdoor area that contains
residual radioactivity such that the building or outdoor area is unsuitable for release in
accordance w1th Agency requirements.

ticense:] Coincident with the notification required by OAR 333-102-310(4), the licensee shall
maintain in effect all decommissioning financial assurances established by the licensee pursuant
to OAR 333-102-306 in conjunction with a license issuance or renewal or as required by this
rule. The amount of the financial assurance must be increased, or may be decreased, as
appropriate, to cover the detailed cost estimate for decommissioning established pursuant to
OAR 333-102-310(7)(d)(E) .

(a) Any licensee who has not provided financial assurance to cover the detailed cost estimate
submitted with the decommissioning plan shall do so when this rule becomes effective November
24, 1995.
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(b) Following approval of the decommissioning plan, a licensee may reduce the amount of
the financial assurance as decommissioning proceeds and radiological contamination is reduced
at the site w1th the approval of the Agency

restduntradicactive-contaminationremaining at-thetine-the-ficenseexpires:| The Agency may grant
a request to extend the time periods established in OAR 333-102-310(4) if the Agency determines

that this relief is not detrimental to the public health and safety and is otherwise in the public
interest. The request must be submitted no later than 30 days before notification pursuant to
333-102-310(4). The schedule for decommissioning set forth in 333-102-310(4) may not
commence until the Agency has made a determmatlon on the request

activities refated-to-preparation for retease forunrestricteduse;and]-A decommissioning plan must

be submiitted if required by license condition or if the procedures and activities necessary to
carry out decommissioning of the site or separate building or outdoor area have not been
previously approved by the Agency and these procedures could increase potential health and
safety impacts to workers or to the public, such as in any of the following cases:

(A) Procedures would involve techniques not applied routinely during cleanup or
maintenance operations;

(B) Workers would be entering areas not normally occupied where surface contamination
and radiation levels are significantly higher than routinely encountered during operation;

(C) Procedures could result in significantly greater airborne concentrations of radioactive
materials than are present during operation; or

(D) Procedures could result in significantly greater releases of radioactive material to the
environment than those associated with operation.

(b)f-Continned-tocontrolentry-torestrictedareasunti-theyaresuitablte forrefease for
unrestricted-use-and-the-Agency notifies the-ticensee-inwriting that-the-ticense-isterminated-] The
Agency may approve an alternate schedule for submittal of a decommissioning plan required
pursuant to OAR 333-102-310(4) of this section if the Agency determines that the alternative
schedule is necessary to the effective conduct of decommissioning operations and presents no
undue risk from radiation to the public health and safety and is otherwise in the public interest.

(c) Procedures such as those listed in paragraph (g)(1) of this section with potential health
and safety impacts may not be carried out prior to approval of the decommissioning plan.

(d) The proposed decommissioning plan for the site or separate building or outdoor area
must include:

(A) A description of the conditions of the site or separate building or outdoor area sufficient
to evaluate the acceptability of the plan;

(B) A description of planned decommissioning activities;

(C) A description of methods used to ensure protection of workers and the environment
against radiation hazards during decommissioning;
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(D) A description of the planned final radiation survey; and

(E) An updated detailed cost estimate for decommissioning, comparison of that estimate
with present funds set aside for decommissioning, and a plan for assuring the availability of
adequate funds for completion of decommissioning.

(F) For decommissioning plans calling for completion of decommissioning later than 24
months after plan approval, the plan shall include a justification for the delay based on the
criteria in OAR 333-102-310(9).

(e) The proposed decommissioning plan will be approved by the Agency if the information
therein demonstrates that the decommissioning will be completed as soon as practicable and that
the health and safety of workers and the public will be adequately protected.

(8)(a) Except as provided in OAR 333-102-310(9), licensees shall complete decommissioning
of the site or separate building or outdoor area as soon as practicable but no later than 24
months following the initiation of decommissioning.

(b) Except as provided in OAR 333-102-310(9), when decommissioning involves the entire
site, the licensee shall request license termination as soon as practicable but no later than 24
months following the initiation of decommissioning.

(9) The Agency may approve a request for an alternative schedule for completion of
decommissioning of the site or separate building or outdoor area, and license termination if
appropriate, if the Agency determines that the alternative is warranted by consideration of the
following:

(a) Whether it is technically feasible to complete decommissioning within the allotted
24-month period;

(b) Whether sufficient waste disposal capacity is available to allow completion of
decommissioning within the allotted 24-month period;

(c) Whether a significant volume reduction in wastes requiring disposal will be achieved by
allowing short-lived radionuclides to decay;

(d) Whether a significant reduction in radiation exposure to workers can be achieved by
allowing short-lived radionuclides to decay; and

(e) Other site-specific factors which the Agency may consider appropriate on a case-by-case
basis, such as the regulatory requirements of other government agencies, lawsuits, ground-water
treatment activities, monitored natural ground-water restoration, actions that could result in
more environmental harm than deferred cleanup, and other factors beyond the control of the
licensee.

(10) As the final step in decommissioning, the licensee shall--

(a) Certity the disposition of all licensed material, including accumulated wastes, by
submitting a completed NRC Form 314 or equivalent information; and

(b) Conduct a radiation survey of the premises where the licensed activities were carried out
and submit a report of the results of this survey, unless the licensee demonstrates in some other
manner that the premises are suitable for release in accordance with the criteria for
decommissioning in 10 CFR Part 20, Subpart E. The licensee shall, as appropriate--

(A) Report levels of gamma radiation in units of millisieverts (microroentgen) per hour at
one meter from surfaces, and report levels of radioactivity, including alpha and beta, in units of
megabecquerels (disintegrations per minute or microcuries) per 100 square
centimeters--removable and fixed--for surfaces, megabecquerels (microcuries) per milliliter for
water, and becquerels (picocuries) per gram for solids such as soils or concrete; and

(B) Specify the survey instrument(s) used and certify that each instrument is properly
calibrated and tested.
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(11)Specific licenses, including expired licenses, will be terminated by written notice to the
licensee when the Agency determines that:

(a) Radioactive material has been properly disposed;

(b) Reasonable effort has been made to eliminate residual radioactive contamination, if
present; and

(c)(A) A radiation survey has been performed that demonstrates that the premises are
suitable for release in accordance with the criteria for decommissioning in 10 CFR Part 20,
Subpart E; or ,

(B) Other information submitted by the licensee is sufficient to demonstrate that the
premises are suitable for release in accordance with the criteria for decommissioning in 10 CFR
Part 20, Subpart E.

(d) The licensee has kept records of receipt, transfer, and disposal of radioactive material,
pursuant to OAR 333-100-055 that meet the following criteria:

(A) The licensee shall retain each record of receipt of radioactive material as long as the
material is possessed and for three years following transfer or disposal of the material.

(B) The licensee who transferred the material shall retain each record of transfer for three
years after each transfer unless a specific requirement in another Part of the rules in this chapter
dictates otherwise.

(C) The licensee who disposed of the material shall retain each record of disposal of
byproduct material until the Agency terminates each license that authorizes disposal of the
material.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD

Application for Renewal of Licenses

333-102-0315 (1) Application[s] for renewal of a specific license[s] [shall] must be filed in
accordance with OAR [333-102-0295] 333-102-190.

(2) In any case in which a licensee, not less than 30 days prior to expiration of the existing
license, has filed an application in proper form for renewal or for a new license authorizing the same
activities, such existing license shall not expire until final action by the Agency.

(3) Unless otherwise specified, specific licenses shall expire after five (5) years.

(4) The Agency shall require reapplication when the license expires.

(5) The Agency may grant, upon written request from a licensee, extension of the license
expiration date up to five (5) years from the original expiration date. Notwithstanding any
licensee request, the Agency is not required, and may deny, any license extension, based on
review of licensed activities.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Amendment of Licenses at Request of Licensee
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333-102-0320 Applications for amendment of a license shall be filed in accordance with OAR
333-102-0295 and shall specify the respects in which the licensee desires the license to be amended
and the grounds for such amendment.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, . & ef. 3-20-85

Agency Action on Applications to Renew and Amend

333-102-0325 In considering an application by a licensee to renew or amend the license, the
Agency will apply the criteria set forth in OAR 333-102-0200 and 333-102-0225 through 333-102-
0290 as applicable.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94

Specifically Licensed Items - Registration of Product Information

333-102-0327 (1) Any manufacturer or initial distributor ofr#f a sealed source or device containing a
sealed source whose product is intended for use under a specific license may submit a request to the
Agency for evaluation of radiation safety information about its product and for its registration.

(2) The request for review must be made in duplicate and sent to the Manager, Radioactive
Materials Program, Oregon Health Division Radiation Protection Services, Suite 705, 800 N.E. Oregon
Street, Portland, Oregon 97232.

(3) The request for review of a sealed source or a device must include sufficient information
about the design, manufacture, prototype testing, quality control program, labeling, proposed uses and
leak testing and, for a device, the request must also include sufficient information about installation,
service and maintenance, operating and safety instructions, and its potential hazards, to provide
reasonable assurance that the radiation safety properties of the source or device are adequate to protect
health and minimize danger to life and property.

(4) The Agency normally evaluates a sealed source or a device using radiation safety criteria in
accepted industry standards. If these standards and criteria do not readily apply to a particular case, the
Agency formulates reasonable standards and criteria with the help of the manufacturer or distributor.
The Agency shall use criteria and standards sufficient to ensure that the radiation safety properties of
the device or sealed source are adequate to protect health and minimize danger to life and property.

(5) After completion of the evaluation, the Agency, after review by the U.S. Nuclear Regulatory
Commission, issues a certificate of registration to the person making the request. The certificate of
registration acknowledges the availability of the submitted information for inclusion in an application
for a specific license proposing use of the product.

(6) The person submitting the request for evaluation and registration of safety information about
the product shall manufacture and distribute the product in accordance with:

(a) The statements and representations, including quality control program, contained in the
request; and
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(b) The provisions of the registration certificate.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD-1-1995, f. & cert. ef. 4-26-95

Transfer of Material

333-102-0330 (1) No licensee shall transfer radioactive material except as authorized pursuant to
this rule.

(2) Except as otherwise provided in the license and subject to the provisions of fsectforns# 333-
102-0330(3) and 333-102-0330(4) fofthisrufef, any licensee may transfer radioactive material:

(a) To the Agency;

NOTE: A licensee may transfer radioactive material to the Agency only after receiving prior
approval in writing from the Agency.

(b) To the U.S. Department of Energy;

(¢) To any person exempt from the rules in this Division to the extent permitted under such
exemption;

(d) To any person authorized to receive such material under terms of a general license or its
equivalent, or a specific license or equivalent licensing document, issued by the Agency, the U.S.
Nuclear Regulatory Commission, any Agreement State or any Licensing State, or to any person
otherwise authorized to receive such material by the Federal Government or any agency thereof, the
Agency, an Agreement State or a Licensing State; or

(e) As otherwise authorized by the Agency in writing.

(3) Before transferring radioactive material to a specific licensee of the Agency, the U.S. Nuclear
Regulatory Commission, an Agreement State or a Licensing State, or to a general licensee who is
required to register with the Agency, the U.S. Nuclear Regulatory Commission, an Agreement State or
a Licensing State prior to receipt of the radioactive material, the licensee transferring the material shall
verify that the transferee’s license authorizes the receipt of the type, form and quantity of radioactive

material to be transferred.

(4) Any of the following methods for the verification required by fsection 333-102-0330(3) fof
thisrufef are acceptable:

(a) The transferor may possess and read a current copy of the transferee’s specific license or
registration certificate;

(b) The transferor may possess a written certification by the transferee that the transferee is
authorized by license or registration certificate to receive the type, form and quantity of radioactive
material to be transferred, specifying the license or registration certificate number, issuing agency and
expiration date;

(c) For emergency shipments, the transferor may accept oral certification by the transferee that the
transferee is authorized by license or registration certificate to receive the type, form and quantity of
radioactive material to be transferred, specifying the license or registration certificate number, issuing
agency and expiration date; provided, that the oral certification is confirmed in writing within 10 days;

(d) The transferor may obtain other information compiled by a reporting service from official
records of the Agency, the U.S. Nuclear Regulatory Commission, an Agreement State or a Licensing
State regarding the identity of licensees and the scope and expiration dates of licenses and registration;

(e) When none of the methods of verification described in fsubsectionst OAR 333-102-330(4)(a)
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through 333-102-330(4)(d) are readily available or when a transferor desires to verify that information
received by one of such methods is correct or up-to-date, the transferor may obtain and record
confirmation from the Agency, the U.S. Nuclear Regulatory Commission, the licensing agency of an
Agreement State or a Licensing State that the transferee is licensed to receive the radioactive material.

(5) Shipment and transport of radioactive material shall be in accordance with the provisions of
Division 118 of this Chapter.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.695
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Modification, Revocation and Termination of Licenses

333-102-0335 (1) The terms and conditions of fa#} each licensefs7 issued pursuant to the rules
in this Division and Divisions 105, 113, 115, 116, 117, and 121 of this Chapter shall be subject to
amendment, revision or modification or [the-ticense-muaybesuspendedorrevoked] by reason of
amendments to the Act, or by reason of rules, regulations and orders issued in accordance with the
terms of the Act by the Agency.

(2) Any license may be revoked, suspended or modified, in whole or in part, for any material false
statement in the application or any statement of fact required under section 182 fprovisions{ of the
Act, or because of conditions revealed by such application or statement of fact or any report, record or
inspection or other means fwhichf that would warrant the Agency to refuse to grant a license on an
original application, or for violation of, or failure to observe any of the terms and conditions of the Act
or of fthe-ticenseoroff any rule, regulation or order of the US Nuclear Regulatory Commission or
the Agency.

(3) Except in cases of willfulness or those in which the public health, interest or safety requires
otherwise, no license shall be modified, suspended or revoked unless, prior to the institution of
proceedings therefor, facts or conduct which may warrant such action shall have been called to the
attention of the licensee in writing and the licensee shall have been accorded an opportunity to
demonstrate or achieve compliance with all lawful requirements.

(4) The Agency may terminate a specific license upon request submitted by the licensee to the
Agency in writing.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.625
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Reciprocity

Reciprocal Recognition of Licenses

333-102-0340 {1 Eicensesof byproduct,sourceandspectai nucltear-material-inquantittes not
fici ; ieat -
(fa71) Subject to these rules, any person who holds a specific license from the U.S. Nuclear
Regulatory Commission, forf an Agreement State, or a licensing state, and issued by the agency
having jurisdiction where the licensee maintains an office for directing the licensed activity and at
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which radiation safety records are normally maintained, is hereby granted a general license to conduct
the activities authorized in such licensing document within this state for a period not in excess of [36

tmtsecutzve-a‘ays-ar] 180 days in any alendar yea [mrsecutm,’-twe{vmmﬂrperma‘-begnnmrgmth
ufterthe—mm—date 7, prov1ded that

(fA#a) The licensing document does not limit the activity authorized by such document to
specified installations or locations;

(fB7b) The out-of-state licensee has notified the Agency using the Agency Reciprocity
Application form at least three days prior to engaging in such activity and has paid the

applicable registration fee pursuant to OAR 333-103-0030 frotifies the Agency-in-writingat-feast
threeduysprior-toenguaginginsuchuctivityf. Such notification shall indicate the location, period and

type of proposed possession and use within the state, and shall be accompanied by a copy of the
pertinent licensing document. If, for a specific case, the three-day period would impose an undue
hardship on the out-of-state licensee, the licensee may, upon application to the Agency, obtain
permission to proceed sooner. The Agency may waive the requirement for filing additional written
notifications during the remainder of the calendar year following the receipt of the initial notification
from a person engaging in activities under the general license [provided in] granted by fsubsectiont
OAR 333-102-0340(1)(a) fof thissectiont;

(f€1c) The out-of-state licensee complies with all applicable rules of the Agency and with all the
terms and conditions of the licensing document, except any such terms and conditions that [which]
may be inconsistent with applicable rules of the Agency or laws of the State of Oregon;

(fB1d) The out-of-state licensee supplies such other information as the Agency may request; and

(H1e) The out-of-state licensee shall not transfer or dispose of radioactive material possessed or
used under the general license provided in fsubsection OAR 333-102-0340(1)(a) [of this section]
except by transfer to a person:

(FifA) Specifically licensed by the Agency or by the U.S. Nuclear Regulatory Commission to
receive such material; or

(f#i7B) Exempt from the requirements for a license for such material under OAR 333-102-
0010(2).

(fb712) Notwithstanding the provisions of fthissectionf OAR 333-102-0340(1), any person who
holds a specific license issued by the U.S. Nuclear Regulatory Commission, pursuant to 10 CFR 31.6
or equivalent regulations of forf an Agreement State, authorizing the holder of the license to
manufacture, transfer, install or service a device described in OAR 333-102-0115(1) within the State
of Oregon farens-subjectto-thejurisdiction-of the trcensingbodyt is hereby granted a general license
to install, transfer, demonstrate or service such a device in this state provided that:

(fAfa) Such person shall register the general license pursuant to OAR 333-101-0007;

(b) Ffffile a report with the Agency within 30 days after the end of each calendar quarter in which
any device is transferred to or installed in this state. Each such report shall identify each general
licensee to whom such device is transferred by name and address, the type of device transferred and the
quantity and type of radioactive material contained in the device;

(fBfc) Ensure that fFfthe device has been manufactured, labeled, installed and serviced in
accordance with applicable provisions of the specific license issued to such person by the U.S. Nuclear
Regulatory Commission or an Agreement State;

(F€1d) fSrchperson—shattassuref Ensure that any labels required to be affixed to the device

under rules of the licensing authority fwhichticensed-manufactureof the devicef fbearaf also
include the statement fthntf “Removal of this label is prohibited”; and
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(fPfe) The holder of the specific license shall furnish to each general licensee to whom f#e
transferst such device is transfered, or on whose premises such a device is installed, fszchdevicef a
copy of the general license contained in OAR 333-102-0115 or in equivalent rules of the agency
having jurisdiction over the manufacture and distribution of the device.

(fc73) The Agency may withdraw, limit or qualify its acceptance of any specific license or
equivalent licensing document issued by the U.S. Nuclear Regulatory Commission or an Agreement
State, or any product distributed pursuant to such licensing document, upon determining that such
action is necessary in order to prevent undue hazard to public health and safety or property.

(4) The out-of-state licensee shall at all times during work at any work location within the
state have available the pertinent licensing document, the applicable sections of the State of
Oregon radiation regulations, a complete source inventory, pertinent U.S. Department of
Transportation documentation, leak test records, instrument calibration records, personnel
training records, and necessary documentation required by applicable special requirements of
these regulations.

(5) While working in Oregon, the out-of-state licensee shall notify the Agency (in writing,
indicating date and court) immediately following the filing of a voluntary or involuntary petition
for bankruptcy under any Chapter of Title II (bankruptcy) of the United States code by or
against:

(a) The licensee;

(b) An entity (as that term is defined in II U.S.C 101(14)) controlling the licensee or listing
the license or licensee as property of the estate; or

(c) An affiliate (as that term is defined in II U.S.C. 101(2)) of the license.

(6) The out-of-state licensee shall notify the Agency within 1 hour after arrival at the actual
work location within the state and notification within 1 hour after any change of work location
within the state.

(7) If multiple work crews or persons work concurrently at more than one work location
under a general license granted pursuant to OAR 333-102-340, each day worked at each location
shall count toward the limit of 180 days in a calendar year.

(8) The Agency may withdraw, limit, or qualify its acceptance of any specific license or
equivalent licensing document issued by the U. S. Nuclear Regulatory Commission, an
Agreement State or a Licensing State, or any product distributed pursuant to such licensing
document, upon determining that such action is necessary in order to prevent undue hazard to
public health and safety or property.

(9) Each general licensee granted authorization to conduct activities within the State of
Oregon pursuant to OAR 333-102-340, based upon an acceptable licensing document, will
receive acknowledgment from the Department. This acknowledgment shall be kept at the site of
use.

(10) Each general licensee granted authorization to conduct activities within the state of
Oregon pursuant to OAR 333-102-340 based upon an acceptable licensing document is subject to
the reciprocity fee and may be inspected by the Agency. The fee for the general license granting
reciprocity shall:

(a) Be charged as provided by Division 103 of this Chapter; and

(b) Shall not be charged more often than once during each calendar year.

(11) Each general licensee operating within the state under reciprocity in areas of exclusive
federal jurisdiction shall comply with the applicable provisions of 10 CFR 150.20.

[ privatura adio et

v
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Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635, 453.665

Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. & cert. ef. 5-
6-94; HD-1-1995, f. & cert. ef. 4-26-95

Special Procedures in Regulatory Review

333-102-0345 (1) The provisions of OAR 333-12-001 to 333-12-003 governing contested cases
are applicable in any case where the Agency proposes to refuse to issue, renew, modify, amend, revise,
revoke or suspend a general or specific license or to find noncompliance with or to refuse to grant
exemption from a regulation of the Agency.

(2) In any case where the Agency proposes to grant, issue, renew, modify, amend or revise a
general or specific license, or to find compliance or to grant exemption from a regulation of the
Agency and the Health Division Administrator determines that such action would first merit public
notice and opportunity for hearing the following procedures shall be applicable:

(a) Notice of the proposed action shall be published in the Secretary of State’s bulletin or a
newspaper of general circulation in the state, which notice shall provide that within 15 days of the day
of publication of the notice, any person whose interest may be affected by the outcome of the
proceeding, or who represents a public interest in the results of the proceeding may file a petition to be
made a party and given an opportunity for hearing in the matter. The notice of proposed action shall set
forth:

(A) The nature of the action proposed;

(B) The manner in which and the location at which inspection may be made of the Agency
records pertaining to the proposed action; and

(C) A reference of the Agency’s rules governing institution and conduct of hearings in radiation
control proceedings.

(b) If no request for hearing is filed within the time prescribed in the notice, the proposed action
shall be taken;

(c) If a hearing is requested, the person requesting to participate as a party shall file a petition
requesting party status and opportunity for hearing, setting forth the same information required of a
person requesting party status in a contested case under OAR 333-12-001 when the agency has given
notice that it intends to hold a contested case hearing pursuant to OAR 137-03-005(6). The same
procedures for determining party status under OAR 137-03-005 shall be followed upon receipt of the
petition;

(d) If the agency allows party status, it shall in the same order set the time for a contested case
hearing and provide notice of the order to the petitioner and all parties;

(e) A contested case shall proceed in accordance with the provisions of OAR 333-12-0001 to 333-
12-0003 governing contested cases.

Stat. Auth.: ORS Ch. 183 & 453.605 - 453.807
Stats. Implemented: ORS 453.625, 453.635
Hist.: HD 4-1985, f. & ef. 3-20-85; HD 1-1991, f. & cert. ef. 1-8-91

Reporting requirements.
333-102-0350 (1) Immediate report. Each licensee shall notify the Agency as soon as possible
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but not later than 4 hours after the discovery of an event that prevents immediate protective
actions necessary to avoid exposures to radiation or radioactive materials that could exceed
regulatory limits or releases of licensed material that could exceed regulatory limits (events may
include fires, explosions, toxic gas releases, etc.).

(2) Twenty-four hour report. Each licensee shall notify the Agency within 24 hours after the
discovery of any of the following events involving licensed material:

(a) An unplanned contamination event that:

(A) Requires access to the contaminated area, by workers or the public, to be restricted for
more than 24 hours by imposing additional radiological controls or by prohibiting entry into the
area;

(B) Involves a quantity of material greater than five times the lowest annual limit on intake
specified in appendix B of Secs. 20.1001-20.2401 of 10 CFR part 20 for the material; and

(C) Has access to the area restricted for a reason other than to allow isotopes with a half-life
of less than 24 hours to decay prior to decontamination.

(b) An event in which equipment is disabled or fails to function as designed when:

(A) The equipment is required by regulation or license condition to prevent releases
exceeding regulatory limits, to prevent exposures to radiation and radioactive materials
exceeding regulatory limits, or to mitigate the consequences of an accident;

(B) The equipment is required to be available and operable when it is disabled or fails to
function; and

(C) No redundant equipment is available and operable to perform the required safety
function.

(c) An event that requires unplanned medical treatment at a medical facility of an
individual with spreadable radioactive contamination on the individual’s clothing or body.

(d) An unplanned fire or explosion damaging any licensed material or any device, container,
or equipment containing licensed material when:

(A) The quantity of material involved is greater than five times the lowest annual limit on
intake specified in appendix B of Secs. 20.1001-

20.2401 of 10 CFR part 20 for the material; and

(B) The damage affects the integrity of the licensed material or its container.

(3) Preparation and submission of reports. Reports made by licensees in response to the
requirements of this rule must be made as follows:

(a) Licensees shall make reports required by paragraphs OAR 333-102-350(1) and 333-102-
350(2) by telephone to the Agency. To the extent that the information is available at the time of
notification, the information provided in these reports must include:

NOTE: The 24-hour telephone number for the Agency is 503-731-4014.

(A) The caller’s name and call back telephone number;

(B) A description of the event, including date and time;

(C) The exact location of the event;

(D) The isotopes, quantities, and chemical and physical form of the licensed material
involved; and

(E) Any personnel radiation exposure data available.

(b) Written report. Each licensee who makes a report required by paragraph OAR 333-102-
350(1) or 333-102-350(2) shall submit a written follow-up report within 30 days of the initial
report. Written reports prepared pursuant to other regulations may be submitted to fulfill this
requirement if the reports contain all of the necessary information and the appropriate
distribution is made. These written reports must be Faxed or sent to the Agency with Attention
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to Radioactive Materials Manager, 800 NE Oregon Street, Portland, OR 97232. The reports
must include the following:

(i) A description of the event, including the probable cause and the manufacturer and model
number (if applicable) of any equipment that failed or malfunctioned;

(ii) The exact location of the event;

(iii) The isotopes, quantities, and chemical and physical form of the licensed material
involved;

(iv) Date and time of the event;

(v) Corrective actions taken or planned and the results of any evaluations or assessments;
and

(vi) The extent of exposure of individuals to radiation or to radioactive materials without
identification of individuals by name.

(3) The provisions of this rule apply to licensees subject to the notification requirements in
OAR 333-102-200(5).

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD

Records

333-102-0355 (1) Each person who receives radioactive material pursuant to a license issued
in accordance with the rules in this Division and Divisions 105, 113, 115, 116, 117, and 121 of this
chapter shall keep records showing the receipt, transfer, and disposal of the radioactive material
as follows:

(a) The licensee shall retain each record of receipt of radioactive material as long as the
material is possessed and for three years following transfer or disposal of the material.

(b) The licensee who transferred the material shall retain each record of transfer for three
years after each transfer unless a specific requirement in another Division of the rules in this
Chapter dictates otherwise.

(c) The licensee who disposed of the material shall retain each record of disposal of
radioactive material until the Agency terminates each license that authorizes disposal of the
material.

(2) The licensee shall retain each record that is required by the rules in this Division and
Divisions 105, 113, 115, 116, 117, and 121 of this Chapter or by license condition for the period
specified by the appropriate rule or license condition. If a retention period is not otherwise
specified by rule or license condition, the record must be retained until the Agency terminates
each license that authorizes the activity that is subject to the recordkeeping requirement.

(3)(a) Records that must be maintained pursuant to this Division and Divisions 105, 113,
115, 116, 117, and 121 of this Chapter may be the original or a reproduced copy or microform if
such reproduced copy or microform is duly authenticated by authorized personnel and the
microform is capable of producing a clear and legible copy after storage for the period specified
by Agency rules. The record also may be stored in electronic media with the capability for
producing legible, accurate, and complete records during the required retention period. Records
such as letters, drawings, or specifications, must include all pertinent information such as
stamps, initials, and signatures. The licensee shall maintain adequate safeguards against
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tampering with and loss of records.

(b) If there is a conflict between the Agency’s rules in this Division and Divisions 105, 113,
115, 116, 117, and 121 of this Chapter, license condition, or other written Agency approval or
authorization pertaining to the retention period for the same type of record, the retention period
specified in the rules in this Division and Divisions 105, 113, 115, 116, 117, and 121 of this
Chapter for such records shall apply unless the Agency, pursuant to OAR 333-102-0003, has
granted a specific exemption from the record retention requirements specified in the rules in this
Division or Divisions 105, 113, 115, 116, 117, and 121 of this Chapter.

(4) Prior to license termination, each licensee authorized to possess radioactive material
with a half-life greater than 120 days, in an unsealed form, shall forward the following records
to the Agency Office:

(a) Records of disposals of licensed material made prior to January 28, 1981; and

(b) Records required by OAR 333-120-620(2)(d).

NOTE: Prior to EFSC rules burial of small quantities of licensed materials in soil was permitted
without specific Agency authorization.

(5) If licensed activities are transferred or assigned in accordance with OAR 333-102-305(2),
each licensee authorized to possess radioactive material, with a half-life greater than 120 days, in
an unsealed form, shall transfer the following records to the new licensee and the new licensee
will be responsible for maintaining these records until the license is terminated:

(a) Records of disposal of licensed material made under OAR 333-120-510 (including
burials authorized before January 28, 1981, 333-120-520, 333-120-530, 333-120.540; and

(b) Records required by 120-620(2)(d).

(6) Prior to license termination, each licensee shall forward the records required by OAR
333-102-306(7) to the Agency Office.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD

Right to cause the withholding or recall of byproduct material.
333-102-0360

The Agency may cause the withholding or recall of byproduct material from any licensee
who is not equipped to observe or fails to observe such safety standards to protect health as may
be established by the Agency, or who uses such materials in violation of law or regulation of the
Agency, or in a manner other than as disclosed in the application therefor or approved by the
Agency.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD

Third Party Method.
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333-102-365 If the applicant consents, the Agency may enter into third party agreements for
the applicant to engage and pay for the services of a third party contractor to prepare an
environmental impact analysis required by OAR 333-102-295 and/or to furnish an opinion of
independent experts, satisfactory to the Agency, in respect to the completeness and adequacy of
any information or data furnished by the applicant and on any aspect of the applicant’s project
or effects thereof.

(1) When the license applicant pays for a third party agreement, the monies paid for the
consultant shall not be considered as specific license fees, pursuant to OAR 333-103-010 of this
Chapter.

(2) In proceeding under the third party agreement, the Agency shall carry out the following
practices:

(a) Such contractor shall be chosen solely by the Agency.

(b) The Agency shall manage the contract.

(¢) The consultant shall be selected based on the consultant’s ability and relevant and
applicable work experience and an absence of conflict of interest. Third party contractors shall
be required to execute a disclosure statement showing that they have no financial or other
conflicting interest in the outcome of the project.

(d) The Agency shall specify the information to be developed and supervise the gathering,
analysis and presentation of the information. The Agency shall have sole authority for approval
and modification of the statement, analysis, and conclusions included in third party’s report.

(€) The Agency has the single right of refusal of the final application. and the Agency is not
obligated to approve the application or issue a license.

Stat. Auth.: ORS Ch. 453.605 - 453.807
Stats. Implemented: ORS 453.665
Hist.: HD

Transport

Transportation of Radioactive Material
333-102-0400
[HD 4-1985, f. & ef. 3-20-85; HD 10-1987, f. & ef. 7-28-87; Repealed by HD 1-1991, . & ef. 1-
8-91]

Exemptions
333-102-0405
[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]

Intrastate Transport
333-102-0410
[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]

Preparation of Radioactive Material for Transport
333-102-0415
[HD 4-1985, f. & ef. 3-20-85; Repealed by HD 1-1991, f. & ef. 1-8-91]
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Special Requirements for Specific Licenses of Broad Scope

333-102-0900 This Division prescribes requirements for the issuance of specific licenses of broad
scope for radioactive material and certain rules governing holders of such licenses.

NOTE: Authority to transfer possession or control by the manufacturer, processor or producer of
any equipment, device, commodity or other product containing byproduct material whose subsequent
possession, use, transfer and disposal by all other persons are exempted from regulatory requirements
may be obtained from the U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

(1) The different types of broad scope licenses are set forth below:

(a) A "Type A specific license of broad scope” is a specific license authorizing receipt,
acquisition, ownership, possession, use and transfer of any chemical or physical form of the radioactive
material specified in the license, but not exceeding quantities specified in the license, for any
authorized purpose. The quantities specified are usually in the multicurie range;

(b) A "Type B specific license of broad scope” is a specific license authorizing receipt,
acquisition, ownership, possession, use and transfer of any chemical or physical form of radioactive
material specified in 10 CFR Part 33.100 Schedule A for any authorized purpose. The possession
limit for a Type B license of broad scope, if only one radionuclide is possessed thereunder, is the
quantity specified for that radionuclide in 10 CFR Part 33.100 Schedule A Column I. If two or more
radionuclides are possessed thereunder, the possession limit for each is determined as follows: For
each radionuclide, determine the ratio of the quantity possessed to the applicable quantity specified in
10 CFR Part 33.100 Schedule A Column I, for that radionuclide. The sum of the ratios for all
radionuclides possessed under the license shall not exceed unity;

(c) A "Type C specific license of broad scope” is a specific license authorizing receipt,
acquisition, ownership, possession, use and transfer of any chemical or physical form of radioactive
material specified in 10 CFR Part 33.100 Schedule A for any authorized purpose. The possession
limit for a Type C license of broad scope, if only one radionuclide is possessed thereunder, is the
quantity specified for that radionuclide in 10 CFR Part 33.100 Schedule A Column II. If two or more
radionuclides are possessed thereunder, the possession limit is determined for each as follows: For
each radionuclide, determine the ratio of the quantity possessed to the applicable quantity specified in
10 CFR Part 33.100 Schedule A Column I1, for that radionuclide. The sum of the ratios for all
radionuclides possessed under the license shall not exceed unity.

(2) An application for a Type A specific license of broad scope will be approved if:

(a) The applicant satisfies the general requirements specified in OAR 333-102-0200;

(b) The applicant has engaged in a reasonable number of activities involving the use of
radioactive material; and ’

(c) The applicant has established administrative controls and provisions relating to organization
and management, procedures, record keeping, material control and accounting and management review
that are necessary to assure safe operations, including:

(A) The establishment of a radiation safety committee composed of such persons as a radiation
safety officer, a representative of management and persons trained and experienced in the safe use of
radioactive materials;

(B) The appointment of a radiation safety officer who is qualified by training and experience in
radiation protection, and who is available for advice and assistance on radiation safety matters; and

(C) The establishment of appropriate administrative procedures to assure:

(1) Control of procurement and use of radioactive material;

(ii) Completion of safety evaluations of proposed uses of radioactive material which take into
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consideration such matters as the adequacy of facilities and equipment, training and experience of the
user and the operating or handling procedures; and

(iii)Review, approval and recording by the radiation safety committee of safety evaluations of
proposed uses prepared in accordance with OAR 333-102-0900(2)(c)(C)(ii) prior to use of the
radioactive material.

trcense-f

(3) An application for a Type B specific license of broad scope will be approved if:

(a) The applicant satisfies the general requirements specified in OAR 333-102-0200; and

(b) The applicant has established administrative controls and provisions relating to organization
and management, procedures, record keeping, material control and accounting and management review
that are necessary to assure safe operations, including:

(A) The appointment of a radiation safety officer who is qualified by training and experience in
radiation protection, and who is available for advice and assistance on radiation safety matters; and

(B) The establishment of appropriate administrative procedures to assure:

(i) Control of procurement and use of radioactive material,

(i) Completion of safety evaluations of proposed uses of radioactive material which take into
consideration such matters as the adequacy of facilities and equipment, training and experience of the
user and the operating or handling procedures; and

(iii) Review, approval and recording by the radiation safety officer of safety evaluations of
proposed uses prepared in accordance with OAR 333-102-0900(3)(b)(B)(ii) prior to use of the
radioactive material.

(4) An application for a Type C specific license of broad scope will be approved if:

(a) The applicant satisfies the general requirements specified in OAR 333-102-0200; and

(b) The applicant submits a statement that radioactive material will be used only by, or under the
direct supervision of, individuals who have received:

(A) A college degree at the bachelor level, or equivalent training and experience, in the physical
or biological sciences or in engineering; and

(B) At least 40 hours of training and experience in the safe handling of radioactive material, and
in the characteristics of ionizing radiation, units of radiation dose and quantities, radiation detection
instrumentation and biological hazards of exposure to radiation appropriate to the type and forms of
radioactive material to be used.

(c) The applicant has established administrative controls and provisions relating to procurement
of radioactive material, procedures, record keeping, material control and accounting and management
review necessary to assure safe operations.

(5) An application filed pursuant to OAR 333-102-200 for a specific license other than one
of broad scope will be considered by the Agency as an application for a specific license of broad
scope under this rule if the requirements of the applicable sections of this rule are satisfied.

(£576) Specific licenses of broad scope are subject to the following conditions:

(2) Unless specifically authorized, persons licensed pursuant to OAR 333-102-0900 shall not:

(A) Conduct tracer studies in the environment involving direct release of radioactive material;

(B) Receive, acquire, own, possess, use or transfer devices containing 100,000 Curies (3.7 PBq)
or more of radioactive material in sealed sources used for irradiation of materials;

(C) Conduct activities for which a specific license, except a license of broad scope, issued by the
Agency under Divisions 102, 105, 113, 115, 116, 117, or 121 of this Chapter fOARIIF-162-0225;
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333-1H3333-H5333-116;0r 3337 is required; or

(D) Add or cause the addition of radioactive material to any food, beverage, cosmetic, drug or
other product designed for ingestion or inhalation by, or application to, a human being.

(b) Each Type A specific license of broad scope issued under this Division shall be subject to the
condition that radioactive material possessed under the license may only be used by, or under the direct
supervision of, individuals approved by the licensee’s radiation safety committee;

(c) Bach Type B specific license of broad scope issued under this division shall be subject to the
condition that radioactive material possessed under the license may only be used by, or under the direct
supervision of, individuals approved by the licensee’s radiation safety officer;

(d) Each Type C specific license of broad scope issued under this division shall be subject to the
condition that radioactive material possessed under the license may only be used by, or under the direct
supervision of, individuals who satisfy the requirements of OAR 333-102-0900(4).

ED NOTE: 10 CFR Part 33.100 Schedule A referred to or incorporated by reference in this rule

is attached to this Division or available from the Health Division.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635

Hist.: HD 13-1988, f. 6-7-88, cert. ef. 7-1-88; HD 1-1991, f. & cert. ef. 1-8-91; HD 15-1994, f. &
cert. ef. 5-6-94; HD-1-1995, f. & cert. ef. 4-26-95

Specific Terms and Conditions for Broad Licenses
333-102-0910 (1) No licensee shall use radioactive material in or on human beings or in field
applications where radioactive material is released except as specifically authorized by license.

(2) Experimental animals administered radioactive materials or their products shall not be used
for human consumption.

(3) Licensees shall conduct a physical inventory every six months to account for all radioactive
material received and possessed under the license. The records of the inventories shall be maintained
until inspection by the Radiation Protection Agency, and shall include the quantities and kinds of
radioactive material, location of sealed sources and the date of the inventory.

Stat. Auth.: ORS Ch. 453.605 - 453.807

Stats. Implemented: ORS 453.625, 453.635

Hist.: HD-1-1995, f. & cert. ef. 4-26-95
c:\rules95\div102x.015%7/15/2-9:33
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10 CFR PART 30.70 SCHEDULE A

EXEMPT CONCENTRATIONS
(See notes at the end of this Schedule)
Column I * Column IT
Liquid and
Gas Concen- Solid Concen-
Element (atomic tration tration
number) Isotope (uCi/ml) (uCi/ml) **
Antimony (51) Sb-122 3x10*
Sb-124 2x10*
Sb-125 1x10°
Argon (18) Ar-37 1x1073
Ar-41 4x107
Arsenic (33) As-73 5x10°
As-74 5x10*
As-76 2x10*
As-77 8x10*
Barium (56) Ba-131 2x107
Ba-140 3x10*
Beryllium (4) Be-7 2x107?
Bismuth (83) Bi-206 4x10*
Bromine (35) Br-82 4x107 3x10°
Cadmium (48) Cd-109 2x10?
Cd-115m 3x10™
Cd-115 3x10*
Calcium (20) Ca-45 9x10°
Ca-47 5x10*
Carbon (6) C-14 1x10® 8x107
Cerium (58) Ce-141 9x10*
Ce-143 4x10*
Ce-144 1x10*
Cesium (55) Cs-131 2x107?
Cs-134m 6x10?
Cs-134 9x107
Chlorine (17) Cl1-38 9x107 4x10°3
Chromium (24) Cr-51 2x107
Cobalt (27) Co-57 5x10°
Co-58 1x10?
Co-60 5x10™
Copper (29) Cu-64 3x107
Dysprosium (66) Dy-165 4x107
Dy-166 4x10°
Erbium (68) Er-169 9x10*
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Europium (63)

Fluorine (9)
Gadolinium (64)

Gallium (31)
Germanium (32)

(April 1995)

DRAFT

Er-171

Eu-152(9.2 h)

Eu-155

F-18 2x10°
Gd-153

Gd-159

Ga-72

Ge-71

1x10?
6x10*
2x10?
8x10?
2x1073
8x10*
4x10*
2x107?
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Column I * Column II

Liquid and
Gas Concen- Solid Concen-
Element (atomic tration tration
number) Isotope (uCi/ml) (uCi/ml) **
Gold (79) Au-196 2x10°
Au-198 5x10*
Au-199 2x10°
Hafnium (72) Hf-181 7x10™*
Hydrogen (1) H-3 5x10°¢ 3x10%
Indium (49) In-113m 1x10?
In-114m 2x10™
Todine (53) 1126 3x10° 2x10°
I-131 3x10° 2x10°
I-132 8x10® 6x10*
1-133 1x10°8 7x10°
1-134 2x107 1x103
Iridium (77) Ir-190 2x1073
Ir-192 4x10*
Ir-194 3x10%
Iron (26) Fe-55 8x103
Fe-59 6x10*
Krypton (36) Kr-85m 1x10°
Kr-85 3x10°
Lanthanum (57) La-140 2x10*
Lead (82) Pb-203 4x107
Lutetium (71) Lu-177 1x103
Manganese (25) Mn-52 3x10™
Mn-54 1x103
Mn-56 1x10?
Mercury (80) Hg-197m 2x1073
Hg-197 3x107
Mercury (80) Hg-203 2x10*
Molybdenum (42) Mo-99 2x10?
Neodymium (60) Nd-147 6x10*
Nd-149 3x10?
Nickel (28) Ni-65 1x10°
Niobium
(Columbium) (41) Nb-95 1x103
Nb-97 9x10°
Osmium (76) Os-185 7x10*
Os-191m 3x10?
Os-191 2x1073
0s-193 6x10*
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Palladium (46)

Phosphorus (15)
Platinum (78)

Potassium (19)

(April 1995)

DRAFT

Pd-103
Pd-109
P-32
Pt-191
Pt-193m
Pt-197m
Pt-197
K-42

3x107
9x10*
2x10*
1x10°
1x10%?
1x10?
1x107
3x103
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Column I * Column II
Liquid and
Gas Concen- Solid Concen-
Element (atomic tration tration
number) Isotope (uCi/ml) (uCl/ml) **
Praseodymium (59) Pr-142 3x10™
Pr-143 5x10*
Promethium (61) Pm-147 2x10?
Pm-149 4x10*
Rhenium (75) Re-183 6x103
Re-186 9x10*
Re-188 6x10™
Rhodium (45) Rh-103m 1x10™"
Rh-105 1x1073
Rubidium (37) Rb-86 7x10™
Ruthenium (44) Ru-97 4x10?
Ru-103 8x10*
Ru-105 1x107
Ru-106 1x10*
Samarium (62) Sm-153 8x10*
Scandium (21) Sc-46 4x10*
Sc-47 9x10™
Scandium (21) Sc-48 3x10*
Selenium (34) Se-75 3x10°
Silicon (14) Si-31 9x1073
Silver (47) Ag-105 1x103
Ag-110m 3x10™*
Ag-111 4x10*
Sodium (11) Na-24 2x1073
Strontium (38) Sr-85 1x103
Sr-89 1x10*
Strontium (38) Sr-91 7x10*
Sr-92
7x10™
Sulfur (16) S-35 9x10? 6x20™
Tantalum (73) Ta-182 4x10*
Technetium (43) Tc-96m 1x10*
Tc-96 1x10?
Tellurium (52) Te-125m 2x10°
Te-127m 6x10*
Te-127 3x103
Te-129m 3x10*
Te-131m 6x10*
Te-132 3x10*

DRAFT
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Terbium (65)
Thallium (81)

Thulium (69)

Tin (50)

(April 1995)

DRAFT

Tb-160
T1-200
T1-201
TI1-202
T1-204
Tm-170
Tm-171
Sn-113
Sn-125

4x10*
4x103
3x10?
1x107
1x107
5x10*
5x1073
9x10*
2x10*
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Column I * Column I
Liquid and
Gas Concen- Solid Concen-
Element (atomic tration tration
number) Isotope (uCi/ml) (uCi/ml) **
Tungsten
(Wolfram) (74) W-181 4x103
W-187 7x10*
Vanadium (23) V-48 3x10*
Xenon (54) Xe-131m 4x10°
Xe-133 3x10®
Xe-135 1x10°
Ytterbium (70) Xb-175 1x10?
Yttrium (39) Y-90 2x10*
Y-91m 3x1072
Y-91 3x10*
Y-92 6x10*
Yttrium (39) Y-93 3x10*
Zinc (30) Zn-65 1x1073
Zn-69m 7x10*
Zn-69 2x10
Zirconium (40) Zr-95 6x10*
Zr-97 2x10*
Beta- and/or gamma-
emitting radioactive
material not listed
above with half-life
of less than 3 years 1x10™"° 1x10°

* Values in Column I are given only for those materials normally used as gases.

** nCi/gm for solids.

NOTE 1: Many radioisotopes transform into isotopes which are also radioactive. In expressing the concentrations
in Schedule A, the activity stated is that of the parent isotope and takes into account the daughters.

NOTE 2: For purposes of OAR 333-102-0010 where there is involved a combination of isotopes, the limit for the
combination should be derived as follows: Determine for each isotope in the product the ratio between the radioactivity
concentration present in the product and the exempt radioactivity concentration established in Schedule A for the specific

isotope when not in combination. The sum of such ratios may not exceed "1".

Example: Concentration of Isotope A in Product + Concentration of Isotope B in Product <1

Exempt Concentration of Isotope A

DRAFT
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Exempt Concentration of Isotope B
NOTE 3: To convert uCi/ml to SI units of megabecquerels per liter multiply the above values by 37.

Example:
Zirconium (4) Zr-97 (2x10** uCi/ml multiplied by 37 is equivalent to 74 x 10" MBg/l)
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10 CFR PART 30.71 SCHEDULE B

EXEMPT QUANTITIES

Radioactive Material Microcuries

Antimony-122 (Sb 122) 100
Antimony-124 (Sb 124) 10
Antimony-125 (Sb 125) 10
Arsenic-73 (As 73) 100
Arsenic-74 (As 74) 10
Arsenic-76 (As 76) 10
Arsenic-77 (As 77) 100
Barium-131 (Ba 131) 10
Barium-133 (Ba 133) 10
Barium-140 (Ba 140) 10
Bismuth-210 (Bi 210) 1
Bromine-82 (Br 82) 10
Cadmium-109 (Cd 109) 10
Cadmium-115m (Cd 115m) 10
Cadmium-115 (Cd 115) 100
Calcium-45 (Ca 45) 10
Calcium-47 (Ca 47) 10
Carbon-14 (C 14) 100
Cerium-141 (Ce 141) 100
Cerium-143 (Ce 143) 100
Cerium-144 (Ce 144) 1
Cesium-129 (Cs 129) 100
Cesium-131 (Cs 131) 1,000
Cesium-134m (Cs 134m) 100
Cesium-134 (Cs 134) 1
Cesium-135 (Cs 135) 10
Cesium-136 (Cs 136) : 10
Cesium-137 (Cs 137) 10
Chlorine-36 (Cl 36) 10
Chlorine-38 (C1 38) 10
Chromium-51 (Cr 51) 1,000
Cobalt-57 (Co 57) 100
Cobalt-58m (Co 58m) 10
Cobalt-58 (Co 58) 10
Cobalt-60 (Co 60) 1
Copper-64 (Cu 64) 100
Dysprosium-165 (Dy 165) 10
Dysprosium-166 (Dy 166) 100
Erbium-169 (Er 169) 100
Erbium-171 (Er 171) 100
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Europium-152 (Eu 152) 9.2h
Europium-152 (Eu 152) 13 yr
Europium-154 (Eu 154)
Europium-155 (Eu 155)
Fluorine-18 (F 18)
Gadolinium-153 (Gd 153)
Gadolinium-159 (Gd 159)
Gallium-67 (Ga 67)
Gallium-72 (Ga 72)

(April 1995) DRAFT

100

10
1,000
10
100
100
10
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Radioactive Material Microcuries

Germanium-68 (Ge 68) 10
Germanium-71 (Ge 71) 100
Gold-195 (Au 195) 10
Gold-198 (Au 198) 100
Gold-199 (Au 199) 100
Hafnium-181 (Hf 181) 10
Holmium-166 (Ho 166) 100
Hydrogen-3 (H 3) 1,000
Indium-111 (In 111) 100
Indium-113m (In 113m) 100
Indium-114m (In 114m) 10
Indium-115m (In 115m) 100
Indium-115 (In 115) 10
Iodine-123 (I-123) 100
Iodine-125 (I-125) 1
Iodine-126 (I-126) 1
Iodine-129 (I-129) 0.1
Iodine-131 (I-131) 1
Todine-132 (I-132) 10
Iodine-133 (I-133) 1
Iodine-134 (1-134) 10
Todine-135 (I-135) 10
Iridium-192 (Ir 192) 10
Iridium-194 (Ir 194) 100
Iron-52 (Fe 52) 10
Tron-55 (Fe 55) 100
Iron-59 (Fe 59) 10
Krypton-85 (Kr 85) 100
Krypton-87 (Kr 87) 10
Lanthanum-140 (La 140) 10
Lutetium-177 (Lu 177) 100
Manganese-52 (Mn 52) 10
Manganese-54 (Mn 54) 10
Manganese-56 (Mn 56) 10
Mercury-197m (Hg 197m) 100
Mercury-197 (Hg 197) 100
Mercury-203 (Hg 203) 10
Molybdenum-99 (Mo 99) 100
Neodymium-147 (Nd 147) 100
Neodymium-149 (Nd 149) 100
Nickel-59 (Ni 59) 100
Nickel-63 (Ni 63) 10
Nickel-65 (Ni 65) 100
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Niobium-93m (Nb 93m) 10

Niobium-95 (Nb 95) 10
Niobium-97 (Nb 97) 10
Osmium-185 (Os 185) 10
Osmium-191m (Os 191m) 100
Osmium-191 (Os 191) 100
Osmium-193 (Os 193) 100
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Radioactive Material

Microcuries

Palladium-103 (Pd 103)
Palladium-109 (Pd 109)
Phosphorus-32 (P 32)
Platinum-191 (Pt 191)
Platinum-193m (Pt 193m)
Platinum-193 (Pt 193)
Platinum-197m (Pt 197m)
Platinum-197 (Pt 197)
Polonium-210 (Po 210)
Potassium-42 (K 42)
Potassium-43 (K 43)
Praseodymium-142 (Pr 142)
Praseodymium-143 (Pr 143)
Promethium-147 (Pm 147)
Promethium-149 (Pm 149)
Rhenium-186 (Re 186)
Rhenium-188 (Re 188)
Rhodium-103m (Rh 103m)
Rhodium-105 (Rh 105)
Rubidium-81 (Rb 81)
Rubidium-86 (Rb 86)
Rubidium-87 (Rb 87)
Ruthenium-97 (Ru 97)
Ruthenium-103 (Ru 103)
Ruthenium-105 (Ru 105)
Ruthenium-106 (Ru 106)
Samarium-151 (Sm 151)
Samarium-153 (Sm 153)
Scandium-46 (Sc 46)
Scandium-47 (Sc 47)
Scandium-48 (Sc 48)
Selenium-75 (Se 75)
Silicon-31 (Si 31)
Silver-105 (Ag 105)
Silver-110m (Ag 110m)
Silver-111 (Ag 111)
Sodium-22 (Na 22)
Sodium-24 (Na 24)
Strontium-85 (Sr 85)
Strontium-89 (Sr 89)
Strontium-90 (Sr 90)
Strontium-91 (Sr 91)

DRAFT

100
100
10
100
100
100
100
100
0.1
10
10
100
100
10
10
100
100
100
100
10
10
10
100
10
10
1
10
100
10
100
10
10
100
10
1
100
10
10
10
1
0.1
10
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Strontium-92 (Sr 92) 10

Sulphur-35 (S 35) 100
Tantalum-182 (Ta 182) 10
Technetium-96 (Tc 96) 10
Technetium-97m (Tc 97m) 100
Technetium-97 (Tc 97) 100
Technetium-99m (Tc 99m) 100
Technetium-99 (Tc 99) 10
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Radioactive Material

Microcuries

Tellurium-125m (Te 125m)
Tellurium-127m (Te 127m)
Tellurium-127 (Te 127)
Tellurium-129m (Te 129m)
Tellurium-129 (Te 129)
Tellurium-131m (Te 131m)
Tellurium-132 (Te 132)
Terbium-160 (Tb 160)
Thallium-200 (T1 200)
Thallium-201 (T1 201)
Thallium-202 (T1202)
Thallium-204 (T1 204)
Thulium-170 (Tm 170)
Thulium-171 (Tm 171)
Tin-113 (Sn 113)

Tin-125 (Sn 125)
Tungsten-181 (W 181)
Tungsten-185 (W 185)
Tungsten-187 (W 187)
Vanadium-48 (V 48)
Xenon-131m (Xe 131m)
Xenon-133 (Xe 133)
Xenon-135 (Xe 135)
Ytterbium-175 (Yb 175)
Yttrium-87 (Y 87)
Yttrium-88 (Y 88)
Yttrium-90 (Y 90)
Yttrium-91 (Y 91)
Yttrium-92 (Y 92)
Yttrium-93 (Y 93)

Zinc-65 (Zn 65)

Zinc-69m (Zn 69m)
Zinc-69 (Zn 69)
Zirconium-93 (Zr 93)
Zirconium-95 (Zr 95)
Zirconium-97 (Zr 97)

Any radioactive material not
listed above other than alpha-
emitting radioactive material

DRAFT

10
10
100
10
100
10
10
10
100
100
100
10
10
10
10
10
10
10
100
10
1,000
100
100
100
10
10
10
10
100
100
10
100
1,000
10
10
10

0.1
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10 CFR PART 33.100 SCHEDULE A

Limits for Broad Licenses

Radioactive Material  Col. I curies Col. II curies
Antimony-122 1
Antimony-124 1
Antimony-125 1
Arsenic-73 10
Arsenic-74 1
Arsenic-76 1
Arsenic-77 10
Barium-131 10
Barium-140 1
Beryllium-7 10
Bismuth-210 0.1
Bromine-82 10
Cadmium-109 1
Cadmium-115m 1
Cadmium-115 10
Calcium-45 1
Calcium-47 10
Carbon-14 100
Cerium-141 10
Cerium-143 10
Cerium-144 0.1
Cesium-131 100
Cesium-134m 100
Cesium-134 0.1
Cesium-135 1
Cesium-136 10
Cesium-137 0.1
Chlorine-36 1
Chlorine-38 100
Chromium-51 100
Cobalt-57 10
Cobalt-58m 100
Cobalt-58 1
Cobalt-60 0.1
Copper-64 10
Dysprosium-165 100
Dysprosium-166 10
Erbium-169 10
Erbium-171 10
Europium-152 (9.2 h) 10

DRAFT

0.01
0.01
0.01
0.1
0.01
0.01
0.1
0.1
0.01
0.1
0.001
0.1
0.01
0.01
0.1
0.01
0.1

0.1
0.1
0.001

0.001
0.01
0.1
0.001
0.01
1.

1.

0.1

1.
0.01
0.001
0.1

1.

0.1
0.1
0.1
0.1
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Europium-152 (13 y)

Europium-154
Europium-155
Fluorine-18
Gadolinium-153
Gadolinium-159
Gallium-72
Germanium-71

(April 1995)

DRAFT

0.1
0.1

100
10

10
100
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Radioactive Material

Col. I curies

Col. II curies

Gold-198
Gold-199
Hafnium-181
Holmium-166
Hydrogen-3
Indium-113m
Indium-114m
Indium-115m
Indium-115
lodine-125
Iodine-126
Todine-129
Iodine-131
Todine-132
Jodine-133
Iodine-134
Iodine-135
Iridium-192
Iridium-194
Iron-55
Iron-59

Krypton-85

Krypton-87
Lanthanum-140

Lutetium-177
Manganese-52
Manganese-54
Manganese-56
Mercury-197m
Mercury-197
Mercury-203
Molybdenum-99
Neodymium-147
Neodymium-149
Nickel-59
Nickel-63
Nickel-65
Niobium-93m
Niobium-95
Niobium-97
Osmium-185
Osmium-191m
Osmium-191

DRAFT

10

10 .

1 0.01
10

100

100 .

1 0.01
100 .

1 0.01
0.1 0.001
0.1 0.001
0.1 0.001
0.1 0.001
10 .

1 0.01
10 .

1 0.01
1 0.01
10

10 .

1 0.01
100 .
10 0.1
1 0.01
10 .

| 0.01
1 0.01
10 .
10 0.1
10 0.1
1 0.01
10 0.1
10 0.1
10 0.1
10 0.1
1 0.01
10 0.1
1 0.01
1 0.01
100 .

1 0.01
100 .
10 0.1
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Osmium-193 10 0.1

Palladium-103 10 0.1
Palladium-109 10 0.1
Phosphorus-32 1 0.01
Platinum-191 10 0.1
Platinum-193m 100 1.
Platinum-193 10 0.1
Platinum-197m 100 1.
Platinum-197 10 0.1
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Radioactive Material  Col. I curies

Col. II curies

Polonium-210
Potassium-42
Praseodymium-142
Praseodymium-143
Promethium-147
Promethium-149
Radium-226
Rhenium-186
Rhenium-188
Rhodium-103m
Rhodium-105
Rubidium-86
Rubidium-87
Ruthenium-97
Ruthenium-103
Ruthenium-105
Ruthenium-106
Samarium-151
Samarium-153
Scandium-46
Scandium-47
Scandium-48
Selenium-75
Silicon-31
Silver-105
Silver-110m
Silver-111
Sodium-22
Sodium-24
Strontium-85m
Strontium-85
Strontium-89
Strontium-90
Strontium-91
Strontium-92
Sulphur-35
Tantalum-182
Technetium-96
Technetium-97m
Technetium-97
Technetium-99m
Technetium-99
Tellurium-125m

DRAFT

0.01
1

10
10

1

10
0.01
10
10
1,000
10

1

1
100
1

10
0.1
1

10

1

10

1

1

10

1
0.1
10
0.1
1
1,000
1

1
0.01
10
10
10

1

10
10
10
100
1

1

0.0001
0.01
0.1

0.1

0.01
0.1
0.0001
0.1
0.1
10.
0.1
0.01
0.01
L.
0.01
0.1
0.001
0.01
0.1
0.01
0.1
0.01
0.01
0.1
0.01
0.001
0.1
0.001
0.01
10.
0.01
0.01
0.0001
0.1
0.1
0.1
0.01
0.1
0.1
0.1

1.
0.01
0.01
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Tellurium-127
Tellurium-129m
Tellurium-129
Tellurium-131m
Tellurium-132
Terbium-160
Thallium-200
Thallium-201

(April 1995)

DRAFT

10

100
10

10
10
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Radioactive Material

Col. I curies Col. I curies

Thallium-202
Thallium-204
Thulium-170
Thulium-171
Tin-113
Tin-125
Tungsten-181
Tungsten-185
Tungsten-187
Vanadium-48
Xenon-131m
Xenon-133
Xenon-135
Ytterbium-175
Yttrium-91
Yttrium-92
Yttrium-93
Zinc-65
Zinc-69m
Zinc-69
Zirconium-93
Zirconium-95
Zirconium-97

Any radioactive material
other than source material,
special nuclear material,
or alpha-emitting radio-
active material not listed

above.

Pk ek ek ek ik ek ek ek

—
o

1,000
100
100
10

10

10
100

0.1

0.1

0.01
0.01
0.01
0.01
0.01
0.01
0.01
0.1

0.01
10.

0.1
0.01
0.1
0.01
0.01
0.1

0.01
0.01
0.01

0.001

NOTE 1: To convert curies (Ci) to SI units of gigabecquerels (GBq), multiply the above values

by 37.

Example:

Zirconium-97 (Col. II) (0.01 Ci multiplied by 37 is equivalent to 0.37 GBq).

DRAFT
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Sec. 30.72 Schedule C--Quantities of radioactive materials requiring consideration of the need for an emergency plan for
responding to a release.

Release Quantity

Radioactive material \1\ fraction (curies)
Actinium-228.......cooveviecieenriecieenneene 0.001 4,000
Americium-241.....cccovvereeiercrennrererirerenes .001 2
Americium-242........cccovereveirereriererenes .001 2
Americium-243..........ccooveeveervrererereeeenn. .001 2
Antimony-124.........ccocovvinivevvciiiinnienns .01 4,000
Antimony-126........cccccvvinievicnivienninnns .01 6,000
Barium-133......cccoeiirieeceeereceeeee .01 10,000
Barium-140.......ccoevevereeerereeeeeeie e .01 30,000
Bismuth-207....cccveerererreerrerrere e .01 5,000
Bismuth-210.....ccoocveveeiiereieeereerenene .01 600
Cadmium-109.....ccccvvrereviarrmreerirrenee .01 1,000
Cadmium-113.....ccvvrviriiririireer e, .01 80
Calcium-45.......coorieeierieeneeriieereennns .01 20,000
Californium-252.......coceeevevrereveeveeereenne 001 9 (20 mg)
Carbon-14 (non-carbon dioxide)..........ceeeneee.. .01 50,000
Cerum-14T....uenvieervveeveeeeeeeererirereens .01 10,000
Cerium-144........oveeieeiieeieeererreeeen, .01 300
Cesium-134.....ccoovreerieiieeeceereeiens .01 2,000
Cesium-137.....c.ooevveieveeeeerinreeeeens .01 3,000
Chlorine-36........cccoeeeevvvreeeeeeriereecas S 100
Chromium-51......cceeereververerererererreeriaenes .01 300,000
Cobalt-60........ccoereereereeirerrecrreereenn, .001 5,000
Copper-64.......coecinmiireeinircnenrenan, .01 200,000
Curium-242.....cccoveeeireerieeeereee e .001 60
Curium-243.....cccoeveeveeeeeeereeieeennene .001 3
Curium-244.......ooovevveerereereereneerenne .001 4
Curium-245.......occceerirreeeraeeeieeeeernes .001 2
Europium-152.......cccoiiiiniiniiiiiinns .01 500
Europium-154......ccccoverviinininrceeenne .01 400
Europium-155......ccoveevciivereenriencreennne, .01 3,000
Germanium-68.........ccceveeeiviiieieinininieienens .01 2,000
Gadolinium-153......cccovvvviviviiicirieeeeeeees .01 5,000
GOld-198.....cooiiecereecrieeereeie e .01 30,000
Hafnium-172......ccoevvvevereeveereecreevenne, .01 400
Hafnium-181.......ccovevveieiereeeene, .01 7,000
Holmium-166m...........cccovreervrcrvreraennne .01 100
Hydrogen-3......ooeeceiviiniiiieee 5 20,000
Todine-125.....ccooeviviviierieeieeeeieeeiens 5 10
Todine-131...ccoeovereeree e 5 10
Indium-114m.....oceveereieerecece e, .01 1,000
Irdium-192......cveeierieeeereeeen, .001 40,000
IrON-55..comeereiieieeercrtererereverene .01 40,000
Iron-59...ccocomeereeereeercre e 01 7,000
Krypton-85.....cccveeeererercrrerieceemenaeee 1.0 6,000,000
Lead-210......cccccveirviecrmrimrrrerrererens .01 8
Manganese-56........ccocvvereveenreenrererenions .01 60,000
Mercury-203.......cocvivimiiiciricnninen. 01 10,000
Molybdenum-99............ccocvvvvrvvrcvrrennnen. .01 30,000
Neptunium-237......ccocommvereceninrcrennn. .001 2
Nickel-63.......cocieeeererecierrerirsrererrens .01 20,000
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Niobium-94.......ccooovrvirrriiiinninnan, .01 300

Phosphorus-32........ccccvmeiinerinccicininnns 5 100
Phosphorus-33.....ccccciniinniiiininns 5 1,000
Polonium-210....ccocerrervircccenreineiennnn .01 10
Potassium-42........coccereeeriiivirniinniinnnnnns .01 9,000
Promethium-145.........cocriniiiniiinnnnne .01 4,000
Promethium-147.......cccccecrvrreveniiiiinien, .01 4,000
Ruthenium-106........cocerererevearrireennnnne. .01 200
Samarium-151.....coccccoviviirinninininnninns .01 4,000
Scandium=46.......ccccoeeevvmvereieeererinienennn .01 3,000
Selenium-75....ccoceeeveecrcreriniiiieies .01 10,000
SHlver-110M....ceenniverceerrireeeeinereeees .01 1,000
Sodium-22....coeeereeieniencecrecee .01 9,000
Sodium-24......cveceeveierercrir 01 10,000
Strontium-=89.......cccocverierrerrririciiiins .01 3,000
Strontium-90.......oceccvivvnninniniinniannns .01 90
Sulfur-35.....veeeeeree e 5 900
Technitium-99......cccccocvemininecinennenae .01 10,000
Technitium-99m......c.cccocovvimririinnneen. .01 400,000
Tellurium-127m....coocerererecvcriiriienns .01 5,000
Telurium-129m........coocoeeciniiniiiniinnnnns .01 5,000
Terbium-160.........cocoevirvcomrereiiiinns .01 4,000
Thulium-170.....cccceevvriniriiiiiines .01 4,000

Tin-113. e .01 10,000

Tin-123. e .01 3,000
TiN-126.ciccci e .01 1,000
Titanium-44......cccocvrmnniicciiiinnnns .01 100
Vanadium-48.......cccccveveveeereieicieicieieienens .01 7,000
Xenon-133...ccieiieincc e 1.0 900,000
Yrium-91..ccoooieiniiiereneeee .01 2,000

ZINC-05.. oo .01 5,000
Zirconium-93.........coeciiiiiiniiiiniie .01 400
Zirconium-95.......coccevereremeeeiciiirinnenane .01 5,000

Any other beta-gamma emitter..........ooevenee. .01 10,000
Mixed fission products...........cccoeerreirnennns .01 1,000
Mixed corrosion products...........coccevurevennens .01 10,000
Contaminated equipment beta-gamma.................. .001 10,000
Irradiated material, any form other than solid noncombustible.........ccoeeriininnnnnine. .01 1,000
Irradiated material, solid noncombustible.......... .001 10,000
Mixed radioactive waste, beta-gamma................ .01 1,000
Packaged mixed waste, beta-gamma \............... 001 10,000
Any other alpha emitter..........ccocoinnennn. .001 2
Contaminated equipment, alpha..................... .0001 20
Packaged waste, alphaM\..................oo .0001 20

Combinations of radioactive materials listed above\1\

\I\ For combinations of radioactive materials, consideration of the need

for an emergency plan is required if the sum of the ratios of the ~ quantity of each radioactive material authorized to the
quantity listed for that material in Schedule C exceeds one.
\2\ Waste packaged in Type B containers does not require an emergency plan.

[54 FR 14061, Apr. 7, 1989, as amended at 61 FR 9902, Mar. 12, 1996]
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Appendix A to Part 30--Criteria Relating to Use of Financial Tests and Parent Company Guarantees for Providing
Reasonable Assurance of Funds for Decommissioning

I. Introduction

An applicant or licensee may provide reasonable assurance of the availability of funds for decommissioning based
on obtaining a parent company guarantee that funds will be available for decommissioning costs and on a demonstration
that the parent company passes a financial test. This appendix establishes criteria for passing the financial test and for
obtaining the parent company guarantee.

II. Financial Test

A. To pass the financial test, the parent company must meet the criteria of either paragraph A.1 or A.2 of this
section:

1. The parent company must have:

(i) Two of the following three ratios: A ratio of total liabilities to net worth less than 2.0; a ratio of the sum of net
income plus depreciation, depletion, and amortization to total liabilities greater than 0.1; and a ratio of current assets to
current liabilities greater than 1.5; and

(ii) Net working capital and tangible net worth each at least six times the current decommissioning cost estimates (or
prescribed amount if a certification is used); and

(iii) Tangible net worth of at least $10 million; and

(iv) Assets located in the United States amounting to at least 90 percent of total assets or at least six times the current
decommissioning cost estimates (or prescribed amount if a certification is used).

2. The parent company must have:

(i) A current rating for its most recent bond issuance of AAA, AA, A, or BBB as issued by Standard and Poor’s or
Aaa, Aa, A, or Baa as issued by Moody’s; and

(ii) Tangible net worth at least six times the current decommissioning cost estimate (or prescribed amount if a
certification is used); and

(iii) Tangible net worth of at least $10 million; and

(iv) Assets located in the United States amounting to at least 90 percent of total assets or at least six times the current
decommissioning cost estimates (or prescribed amount if certification is used).

B. The parent company’s independent certified public accountant must have compared the data used by the parent
company in the financial test, which is derived from the independently audited, year end financial statements for the latest
fiscal year, with the amounts in such financial statement. In connection with that procedure the licensee shall inform NRC
within 90 days of any matters coming to the auditor’s attention which cause the auditor to believe that the data specified in
the financial test should be adjusted and that the company no longer passes the test.

C. 1. After the initial financial test, the parent company must repeat the passage of the test within 90 days after the
close of each succeeding fiscal year.

2. If the parent company no longer meets the requirements of paragraph A of this section, the licensee must send
notice to the Commission of intent to establish alternate financial assurance as specified in the Commission’s regulations.
The notice must be sent by certified mail within 90 days after the end of the fiscal year for which the year end financial
data show that the parent company no longer meets the financial test requirements. The licensee must provide alternate
financial assurance within 120 days after the end of such fiscal year.

IIL. Parent Company Guarantee

The terms of a parent company guarantee which an applicant or licensee obtains must provide that:

A. The parent company guarantee will remain in force unless the guarantor sends notice of cancellation by certified
mail to the licensee and the Commission. Cancellation may not occur, however, during the 120 days beginning on the date
of receipt of the notice of cancellation by both the licensee and the Commission, as evidenced by the return receipts.

B. If the licensee fails to provide alternate financial assurance as specified in the Commission’s regulations within 90
days after receipt by the licensee and Commission of a notice of cancellation of the parent company guarantee from the
guarantor, the guarantor will provide such alternative financial assurance in the name of the licensee.

C. The parent company guarantee and financial test provisions must remain in effect until the Commission has
terminated the license.

D. If a trust is established for decommissioning costs, the trustee and trust must be acceptable to the Commission. An
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acceptable trustee includes an appropriate State or Federal Government agency or an entity which has the authority to act
as a trustee and whose trust operations are regulated and examined by a Federal or State agency.
[53 FR 24046, June 27, 1988]
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Appendix B to Part 30--Quantities\I\ of Licensed Material Requiring Labeling

Material Microcuries
Americium-241.....coooeverrvereiieeeeee s .01
Antimony-122....c.ccovevvvviriiiiiiniiineeee 100
Antimony-124.......cccovviiviiniirinmieneeecees 10
Antimony-125......ccociviniiniiniiiniieene, 10
ATSENIC-T3. et cee e s 100
ATSENIC-T4 oo 10
ATSENIC-TO..creieriieeeceeirrere e crreeerene e 10
ATSENIC-TT veieeeieeeeee et ce e crenerenas 100
Barium-131 ..o 10
Barium-133. ... 10
Barium-140......cccvvvvieieirieeececerecre s 10
Bismuth-210......ccoiveeivieieiereeeieeeeerreeenene 1
Bromine-82.......cvevviiiriviiririeieeenereereeeens 10
Cadmium-109........cooeriiiiiiiieeniececeieee e 10
Cadmium-115M....coeieiiiirreeeeceeeeee e 10
Cadmium-115.......ooviiiiiiiereeee e 100
Calcium-45.....coeveiieeceiieieieeeeereereeneeee e 10
Calcium-47.....coveeeeereeeieereeeeeesrnrearereeseenaes 10
Carbon-14......oooeeeereeeee s 100
Cerium-141 ... ceeereae e 100
Cerium-143.....oeeieeeeeceeerer e 100
Cerium-144........ovvrerrieiiieieeerceeceeeenee 1
Cesium-131..cveeereeee e 1,000
CesTumM-134Munveeeiiveicriiiiiieeee e 100
Cesium-134......ocvrivieieiiiiiciiiieenirerererevererenens 1
Cesium-135. .o e 10
CesTUM-136..uuieieieicieieeeeeeeccrrrereee e 10
Cesium-137..coieieereeeeeee e 10
Chlorine-36.......ccoeveieerieernrinereeeierenirieaeen e 10
Chlorineg-38.......ccoceieereeernrirereceierireneresenans 10
Chromium=51.......ccoovimiiiiiieniireriereneeeeans 1,000
Cobalt-58M.....ccceeevrerreinererrrerreeeereeesnieenns 10
Cobalt-58.....cveiereereieieeeeeceteee s 10
Cobalt-60.........coooeieeeieeeeeeereee s 1
COPPEL-64.....ooeeviieciiiie i 100
Dysprosium-165........cccocovcnviiiiiiiniiiininnnn 10
Dysprosium-166........c.cccoeveievieininnninnnnnnens 100
Erbium-169........ooooiiiiieieieieiererereeeeerennee 100
Erbium-171 ..o 100
Europium-152 9.2 heccveinicccceiicccicncenns 100
Europium-152 13 yl..coovicviiiiiiiiiniiiiieins 1
EBuropium-154.......ccooiieiiiineereeceees 1
Buropium-155....coiieeiiecccrneceec, 10
Fluorine-18......coveeerireceieeecieeeeecee e 1,000
Gadolinium-153........oooriiiiiiiieieeeeerees 10
Gadolinium-159........ccccoevvvevreerrieeieveineereenns 100
Gallium-72......occevieeeiieeceee e 10
Germanium-71......ccceeeveereeeiiereriere s ecnnees 100
GOId-198....e ettt 100
Gold-199......ciieeeeeeeeee e 100
Hafnium-181...coooiiieececienes 10
Holmium-166........cccveeeeeeieeeeeieeenirerriveeenns 100
Hydrogen-3.......cccoovcerirneniviriineeenreecieeaee 1,000
Indium-113me..eereiceecieceee e 100
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BU1TaR 10000 NN I8 -3 1 o PO OO OO RON 10

InAIUM-1 15 e 100
INAIUM-LI5 et 10
TOdINE-125. .oooieieeeeieeeerrneeceeessnresrae s 1
T0AINE-126....coceierreereeeerereererererrereanenne 1
10dine-129......oviirriierceicrirircitre e 0.1
Todine-131...eeiieeeiereeeirc e 1
10AINE-132. .o rcieerre e 10
Todine-133...oieiiieeeceeeceeeecrtreie e 1
Todine-134...ccuveeieeceirnee e 10
T04INe-135.. . i 10
Idium-192......veeiieciierrercer e 10
Trdium-194......oooieeeeeee et 100
TEON-55. e 100
F1C0) 1 s 1 U SO PO RPN 10
Krypton-85......cocvimvivmiineniineeinnrccees 100
Krypton-87.....ocoveeiverrinnieiinrsrecieens 10
Lanthanum-140.......ccccovirenivcniiiiineeen 10
Lutetium-177 oo eercreeee e 100
MaANanESe-52.......cccevvreviieivinreenrerneriessreresnins 10
Manganese-54.......cocoovvvirmrniniininnneiennineenees 10
Manganese-56.........coceeveverereininrninimiineienninnens 10
Mercury-197m. ..o 100
Mercury-197.....cocvvvniiinieieniee e 100
Mercury-203.......occovimiiiririieec et 10
Molybdenum-99..........cccoevimirrvnnrnnieniisrnnes 100
Neodymium-147.....cccovvvriviimireieieenieinerenne 100
Neodymium-149.......cocovviiininnnnenciieinnnns 100
NICKEI-59....miiicieiceieireeeeeeeeerrercrereeneas 100
NICKEI-63..o et rcresesanas 10
NICKEI-65....cvveeveerieeeieereee e ieeeenenas 100
NiIObIUM-93M....ueriiiiireriecrcrcr e 10
NioDIUM-95.....oereieiieeeee e 10
NIODIUM-97 .o cieeeeir e crceenreenens 10
Ol 185 e 10
Osmium-191M..eueeiiieieniieceeeceeeee e 100
Osmium=-191 ..o e 100
Osmium-193......oooiieeeieceeerere e neeeene 100
Palladium-103.......cccocverererrerrcrereniceieenas 100
Palladium-109........ccccevririeeriririririncrriinene 100
Phosphorus-32.......ccmieiineininncniiecieiien 10
Platinum-191.....c.ocvrvierriereire e 100
Platinum-193mM......ueeeeeiieeeireeriirireries e 100
Platinum-193.......ccoiieeeeeeceeeeee s 100
Platinum-197m.....cvvveeeienereereeeeeeereceee e 100
[[Page 460]]

Platinum-197....oeoeeerieee e 100
Plutonium=239......ccovverveeriviriieerieerirereneninns .01
Polomium-210.......ccccovviieerinrrereeerineeeneeenes 0.1
Potassium-42.......ccooemreveeeemnnercrccsnnnererians 10
Praseodymium-142........c.coccceveviiiiniinirirnnnes 100
Praseodymium-143.......ccovevrvmicienecieninennnnnee 100
Promethium-147...cccvvieiecieeeie e 10
Promethium-149........oooricvieeiriecrceercircninane 10
Radium=226......cccoeiveerirerareeerirerererersereseeee .01
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Rhenium=-186.....uveeveieieirieeeirrereiecrenereneees 100

Rhenium-188......ccvveeviereiirrcmeceercrcane 100
Rhodium=-103Meuueeeerrieriiereeeernvrereicrerer e 100
Rhodium-105......ccccoevierecrreenirerercrecsisanenes 100
Rubidium=-86.......cccveereeerrererererirerereeraenennnes 10
Rubiditme-87....ceeerrereiieeecrreecrcvieiriseeeeenanne 10
Ruthenium:-97...cc.vvvveeiiiiecerereeiieeeeecveeeennee 100
Ruthenium-103.......coevieierereeree s 10
Ruthenium-105......ccccoererrmrerererererereeererercens 10
Ruthenium-106........cocoevrreererercrercnirciieneenn 1
Samarium-151...cooriiiririiinr 10
Samarium-153.....cocovvviiieriieeee e 100
ScANdIUM46...ccervieerieeeeeririeesnererereerereneeeeae 10
SCandIUM-47.....eveieecreeeceere e e 100
Scandium-48......oeveeeveereerrereireeeeree e s 10
Selenium-75.....cccooiveriereiieeeeenecececene 10
SIHCON-3T et ceeenee 100
SIVEr-105.....iieieeerer e 10
SIlver-110M.. v 1
SIIVEr-111..eiiciiiieeceeeee e 100
Sodium-24.....ovoeiieiieeeecrereeree e 10
SrontumM-85....coveeerrierreiecececrercercrcnanes 10
Strontium-89.......ocveereeiiriiererercrenrceceen s 1
Strontium-90.......eveveeeieiriereee e 0.1
Strontium-91.......oooviiiieecrereeecercr e 10
Strontium-=92.......ocoovevreeereerrerieeeeereenieas 10
Sulphur-35..cccovivviiiriiei e 100
Tantalum-182.....evvvvivieeieieiee e eeenee 10
Technetium-96.........coooevvvrererercrirceereeerenas 10
Technetlum-97m.......coooevvrirveerercreeeeenerens 100
Technetium-97.....cocvvviriieieeeiieceereecraener e 100
Technetium-99mM........ccceeevervierereierreeereecnenas 100
Technetium-99......cccoieieviieeeieeeccrercercr s 10
Tellurium-125M...cccceeerrieeecrererrereeesreceenne 10
Tellurium-127Me e eeeecviereeeeeerenerreee e reeenenene 10
Tellurium-127..c..vviereeeecieeeecieeeereeerrerenenn 100
Tellurium-129M.....cccovvivierirircreieneririeeieieneieies 10
Tellurium-129.......ooovvreriiirereeerccc e 100
Tellurium-131Tm.....ccovereieeeencrenee e 10
Tellurium-132.....ocociveeeiirrrirerercrceereririreiniennns 10
Terbium-160.......cccviviiiririeiireriereecceeeeeees 10
Thallium-200........cooorieeereeieceeeeee e 100
Thallium-201......ooocreeieeeeecececececer e 100
Thallium-202........ccovveeenreeeercieeececreirerenane 100
Thallium-204........ccoverierreeeeirrrercrirericrcnens 10
Thorium (natural) &It;SUP&EtL..oeeeeieeeieeciice 100
Thulium-170......ccoiriimreeeereeenreencrererererenenas 10
Thulium-171 .. 10
TiN-113. e 10
TIN-125. e eirerereerere e nenarenes 10
Tungsten-181......ccccoviniininniniiriniiciene 10
Tungsten-185.....cocoovmiviiiriiieene 10
Tungsten-187.....coovevivviririnniircnimeericrereinns 100
Uranium (natural) &1t;SUP&ZE2.......ooviivviiiiiiiniiines 100
Uranium-233.....coocimveiererrerereerercnrereeeeeneane 01
Uranium-234--Uranium-235........cccveerereecrcreecicnnns .0
Vanadium-48......ccoovveeeeeieieinieerircrirrerereaenes 10

(April 1995) DRAFT Paddvlid 1602 FlTable Division 102



Xenon-131meeueeeieeeeireeieeeeirriereesseeereereneees 1,000

Xenon-133.....cooeeeececii e 100

Xenon-135....ccociiie s 100

Yiterbium-175 oo, 100

YHAUM-90....ccceeenveerriiiiiieceiniretecreeereans 10

D611 510501 5 U OO N 10

YHAUM-92....cccceciiniiiiiie s 100

YHOUmM-93....cooeeeeeiir e 100

ZINC-65...ecnieceeereirriieeeeerr s 10

ZINC-6MN...c.ereneereencrriirireee et 100

ZANC-69....eveeeeiceeeeerrcrn e 1,000

Zirconium-93......ocoviiniiniinn e 10

Zirconium-95.......coocviiiiiiniinire e 10

Zirconium-97.......coovininninninnene e 10

Any alpha emitting radionuclide not listed above or mixtures of alpha emitters of unknown composition.........
01

Any radionuclide other than alpha emitting radionuclides,

not listed above or mixtures of beta emitters of UNKNOWN COMPOSIION. .....cveevieiierrrrirenerie e 1

/1 Based on alpha disintegration rate of Th-232, Th-230
and their daughter products.
/2 Based on alpha disintegration rate of U-238, U-234, and U-235.

Note: For purposes of Sec. 20.303, where there is involved a combination of isotopes in known amounts, the limit for the
combination should be derived as follows: Determine, for each isotope in the combination, the ratio between the quantity
present in the combination and the limit otherwise established for the specific isotope when not in combination. The sum of
such ratios for all the isotopes in the combination may not exceed ‘17 (i.e., ‘‘unity”).

[35 FR 6425, Apr. 22, 1970, as amended at 36 FR 16898, Aug. 26, 1971; 38 FR 29314, Oct. 24, 1973; 39 FR 23991, June
28, 1974; 45 FR 71763, Oct. 30, 1980. Redesignated at 56 FR 23391, May 21, 1991, and further redesignated at 58 FR
67659, Dec. 22, 1993]

Appendix C to Part 30--Criteria Relating to Use of Financial Tests and Self Guarantees for Providing Reasonable
Assurance of Funds for Decommissioning

I. Introduction

An applicant or licensee may provide reasonable assurance of the availability of funds for decommissioning based
on furnishing its own guarantee that funds will be available for decommissioning costs and on a demonstration that the
company passes the financial test of Section II of this appendix. The terms of the self-guarantee are in Section HI of this
appendix. This appendix establishes criteria for passing the financial test for the self guarantee and establishes the terms
for a self-guarantee.

II. Financial Test

A. To pass the financial test, a company must meet all of the following criteria:

(1) Tangible net worth at least 10 times the total current decommissioning cost estimate (or the current amount
required if certification is used) for all decommissioning activities for which the company is responsible as
self-guaranteeing licensee and as parent-
guarantor.

(2) Assets located in the United States amounting to at least 90 percent of total assets or at least 10 times the total
current decommissioning cost estimate (or the current amount required if certification is used) for all decommissioning
activities for which the company is responsible as self-guaranteeing licensee and as parent-
guarantor.

(3) A current rating for its most recent bond issuance of AAA, AA, or A as issued by Standard and Poors
(S&amp;P), or Aaa, Aa, or A as issued by Moodys.

B. To pass the financial test, a company must meet all of the following additional requirements:

(1) The company must have at least one class of equity securities registered under the Securities Exchange Act of
1934,

(2) The company’s independent certified public accountant must have compared the data used by the company in the
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financial test which is derived from the independently audited, yearend financial statements for the latest fiscal year, with
the amounts in such financial statement. In connection with that procedure, the licensee shall inform NRC within 90 days
of any matters coming to the attention of the auditor that cause the auditor to believe that the data specified in the financial
test should be adjusted and that the company no longer passes the test.

(3) After the initial financial test, the company must repeat passage of the test within 90 days after the close of each
succeeding fiscal year.

C. If the licensee no longer meets the requirements of Section ILA. of this appendix, the licensee must send
immediate notice to the Commission of its intent to establish alternate financial assurance as specified in the Commission’s
regulations within 120 days of such notice.

III. Company Self-Guarantee

The terms of a self-guarantee which an applicant or licensee furnishes must provide that:

A. The guarantee will remain in force unless the licensee sends notice of cancellation by certified mail to the
Commission. Cancellation may not occur, however, during the 120 days beginning on the date of receipt of the notice of
cancellation by the Commission, as evidenced by the return receipt.

B. The licensee shall provide alternative financial assurance as specified in the Commission’s regulations within 90
days following receipt by the Commission of a notice of cancellation of the guarantee.

C. The guarantee and financial test provisions must remain in effect until the Commission has terminated the license
or until another financial assurance method acceptable to the Commission has been put in effect by the licensee.

D. The licensee will promptly forward to the Commission and the licensee’s independent auditor all reports covering
the latest fiscal year filed by the licensee with the Securities and Exchange Commission pursuant to the requirements of
section 13 of the Securities and Exchange Act of 1934.

E. If, at any time, the licensee’s most recent bond issuance ceases to be rated in any category of ‘‘A” or above by
either Standard and Poors or Moodys, the licensee will provide notice in writing of such fact to the Commission within 20
days after publication of the change by the rating service. If the licensee’s most recent bond issuance ceases to be rated in
any category of A or above by both Standard and Poors and Moodys, the licensee no longer meets the requirements of
Section ILA. of this Appendix.

F. The applicant or licensee must provide to the Commission a written guarantee (a written commitment by a
corporate officer) which states that the licensee will fund and carry out the required decommissioning activities or, upon
issuance of an order by the Commission, the licensee will set up and fund a trust in the amount of the current cost estimates
for decommissioning.

[58 FR 68730, Dec. 29, 1993; 59 FR 1618, Jan. 12, 1994]
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