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6 |f hIDear Mr. llackney:

A number of changes to the Utah Radiation Cr itrol Rules have been made and are now efTective. The changes

pertain so 10 13 12, General Provisions: R31314, Violations and Escalaint Enforcement; 101317,Jd b
Administrative Prnstdurrs (includes two non substantive chani;ce; R313 21, General tiennes-(aianges
effective on January 10,1997, with a non substantive change, and July 18,1997); and R313 22, Specine
Licnnu (changes effective on November 15,1996, with a non substantive change, and July 18,1997).

L%d30
Some of the changes we have made are not matters of compatibility. I believe that the changes we have made
which are compatibility matters ful0ll the applicable requirements, but I request that NRC review the changes
and concur with this belief. A response to this request may be provided at NRC's convenience.

Please und enclosed a hard copy and a Wordperfect (version 6.1) electronic copy of the rules u hich have been
made effective. In some cases, we are not able to submit an electronic copy of the rule and for this I apologlie.
New text which is shown with an underline. Deleted text is interlined and placed within brackets. if you have
questions, please contact Craig Jones at (801) 536-4250.

Sbccrely,
/
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William J. Sinclai ,13frector
Division of Radiat ,n Control

Enclosure: As stated
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R313. Environmantal Quality, Radiation Control. cbg e4 tg,
R313-12. General Provisions. Q
R313-12-1. Authority.

The rules set forth herein are adopted pursuant to the provisions of
Sections 19-3-104(3) and 19-3-104(6) aJd 63-38-3.

R313-12-2. Purpose and Scope.
It is the purpose of these rules to state such requirements as shall be

applied in the use of radiation, radiation machines, and radioactive materials
to ensure the maximum protection of the public health and safety to all persons
at, or in the vicinity of, the place of use, storage, or disposal. These rules
are intended to be consistent with the proper use of rad), ion nachines and
radioactive materials. Except as otherwise specifically pxweided, these rules
apply to all persons who receive, possess, use, transfer, own or acquire 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. See also R313-12-55.

R313-12-3. Definitions.
As used in these rules, these terms shall have the definitions set forth

below. Additional definitions used only in a certain chapter will be found in
that chapter.

"AJ means the maximum activity of special form radioactive material
permitted in a Type A package. ' A/ means the maximum activity of radioactive
material, other than special form radioactive material, permitted in a Type A
package. These values are either listed in R313-19-100, Table 4, or may be

' derived in accordance with the procedures prescribed in R313-19-100(19).
' 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.

' Accelerator produced material' means a natorial made radioactive by a
particle accelerator.

'Act' means Utah Radiation Control Act, Title 19, Chapter 3.
' Activity" means the rate of disintegration or transformation or decay of

radioactive material . The units of activity are the becquerel (Bq) and the curie
(Ci).

" Adult' means an individual 18 or more years of age.
' Address of use" means the building that is identified on the license and

where radioactive material may be received, used or stored.
'Ag eement State" means a state with which the United States Nuclear

Regulatory Commission has entered into an ef f ective agreement under Section 274
b of the Atomic Energy Act of 1954, as amended (73 Stat. 689).

' Airborne radioactive material * means a radioactive material dispersed in
the air in the form of dusts, fumes, particulates, mists, vapors, or gases.

" Airborne radioactivity area' means: a room, enclosure, or area in which
airborne radioactive material exists in concentrations:

(a) In excess of the derived air concentrations (DACs), specified in R313-
15, or

(b) To such a degree that an individval present in the area witl out
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.

'As low as reasonably achievable * (ALARA) means making every reasonable
effort to maintain exposures to radiation as far below the dose limits as is
practical:

(a) consistent with the purpose for which the licensed or registered
activity is undertaken;

(b) taking into account the state of technology, the economics of
improvements in relation to benefits to the public health and safety, and other
societal and socioeconomic considerations; and

(c) in relation to utilization of nuclear energy and licensed or
registered sources of radiation in the public interest.

" Area of use" means a portion of an address of use that has been set aside
for the purpose of receiving, using, or storing radioactive material.

- . - _ .
-



__

.
,.

.

*
.

' 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. 'Dackground
radiation' does not include sources of radiation from radioactive naterials
regulated by the Department under the Radiation Control Act or Rules.

' Becquerel' (Bq) means the SI unit of activity. One becquerel is equal to
onn disintegration or transformation per second.

"Dioansay' 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 materiala excreted or removed from the human body. For purposes of these
rules, 'radiobioassay* is an equivalent term.

* Board * means the Radiation Control Board created under Section 19-1-106.
' Byproduct material * n.eans:
(a) a radioactive material, with the exception of special nuclear

material,* 'ded in or made radioactive by exposure to the radiation incident.

to the r a of producing or utilizing special nuclear material; and
_ IL che tailings or wastes produced by the extraction or concentration of

uranium on thorium from any ore procesar i primarily f or its source material
content, is luding discrete surface waste,. *esulting from uranium or thorium
solution ext. action processes. Underground ors bodies depleted by these solution
extraction operations do not constitute ' byproduct material' within this
definition.

' Calendar quarter * means not less than 12 consecutive weeks nor more than
14 consecutive weeks. The first calendar quarter of the year shall begin in
January, and subsequent calendar quarters shall be arranged so that no dQ' is
included in more than one calendar qusrter and no day in any one year is omitted
from inclusion within a calendar quarter, A licensee or registrant shall not
change the method observed by him of determining calendar quarters for purposes
of those rules except at the beginning of a calendar year.

| ' 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 instrumenti or
(b) the strength of a source of radiation relative to a standard.
'CFR' means Code of Federal Regulations.
' Chelating agent' means a chemical ligand that can form coordination

compounds in which the ligand occupies more than one coordination position. The
agents include beta diketones, certain proteins, amine polycarboxylic acids,
hydroxycarboxylic acids, gluconic acid, and polycarboxylic acids.

' Collective dose * means the sum of the individual doses received in a given
period of time by a specified population fr m exposure to a specified source of
radiation.

" Committed dose equivalent" (Hue), 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.

' Committed effective dose equivalent * (Ho.), 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.

' Controlled area' means an area, outside of a restricted area but inside
,

the site boundary, access to which can be limited by the licensee or registrant
for any reason.

* Curie * means a unit of measurement of radioactivity. One curie (Ci) is
that quantity of radioactive material which decays at the rate of 3.7 x 10"
transformatious per.second (tps). _

* Deep dose equivalent" (H,), which applies to external whole body exposure,
means the dose equivalent at a td " Sue depth of one centimeter (1000 mg/cm8) .

' Department" means the Utai, otate Department of Environmental Quality.
' Depleted uranium' means the source material uranium in which the isotope

uranium-235 is less than 0.711 weight percent of the total uranium present,
i Depleted uranium does not include special nuclear material.

' Dose * is a generic term that means absorbed dose, dose equivalent,
effective dose equivalent, committed dose equivalent, committed effective dose

. , _ ___ _ _ _ __ _ . - ___ _ -
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equivalent, or total ef fective dose equivalent. For purposes of these rules.
* radiation dose' is an equivalent term.

'Dosa equivalent' (14) , means the product of the absorbed dose in tissue,
quality factor, and other necessary modifying factors at the location of
interest. The units of dose equivalent are the sievert (SV) and rem.

' Dose limits' means the permissible upper bounds of radiation doses
established in accordance with these rules. For purpose of these rules, ' limits *
is an equivalent term.

'Ef fective dose equivalent'tiss ), means the sum of the products of the dose(H
equivalent to each organ or ue ( H,) , and the weighting factor (w,,)
applicable to each of the body organs or tissues that are irradiated.

* Embryo / fetus * means the developing human organism from conception until
the time of birth.

* Entrance or access point * meat.s an opening through which an individual or
extremit.y of an individual .#a. c*an access to radiation areas or to licensed*

or registered radioactive na te ria's . This includee entry or exit portals of
sufficient size to permit- human eatry, irrespective of their intended use.

' Executive Secreta v' mee.e the executive secretary of the board.
" Explosive material' mr..is a chemical compound, mixture, or device which

produces a substantial instantaneous release of gas and heat spontaneously or by
contact with sparks or flame.

' EXPOSURE * when capitalized, means 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, both negatrons and positrons, liberated by photons in a
volume element of air having a mass of 'dm' are completely stopped in air. The
special unit of EXPOSURE is the roentgen (R). see R313-12-20 Units of exposure
and dose for the SI equivalent. For purposes of these rules, this term is used
as a noun.

* Exposure' when not capitalized as the above term, means being exposed to
ionizing radiation or to radioactive material. For purposes of these rules, this
term is used as a verb.

* EXPOSURE rate" neans the EXPOSURE per unit of time, such as roentgen per
minuto and milliroentgen per hour.

* External dose' means that portion of the dose equivalent received f rom a
source of radiation outside the body.

' Extremity" means hand, elbow, arm below the elbow, foot, knee, anu leg
below the knee.

' Eye dose equivalent' means the external dose equivalent to the lens of the
eye at a tissue depth of 0.3 centimeter (300 mg/cm8) .

'Former United States Atomic Energy Commission (AEC) or United States
Nuclear Regulatory Commission (NRC) licensed f acilities' means nuclear reactors,
nuclear fuel reprocessing plants, uranium enrichment plants, or critical mass
experimental f acilities where AEC or NRC licenses have been terminated.

" Generally applicable environmental radiation standards" means standards
issued by the U.S. Environmental Protection Agency under the authority of the
Atomic Energy Act of 1954, as amended, that imposo 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.

' Gray' (Gy) means the SI unit of absorbed dose. One gray is equal to an
absorbed dose of one joule per kilogram.

' Hazardous waste * meens those wastes designated as hazardous by the U.S.
Environmental Protection Agency rules in 40 CFR Part 261.

" Healing arts' means the disciplines of medicine, dentistry, osteopathy,
chiropractic, and podiatry.

'High radiation area' means an area, accessible to individuals, in which
radiation levels could result in a. individual receiving a dose equivalent in
excess of one mSv (0.1 rem), in one hour at 30 centimeters from a source of
radiation or f rom a surf ace that the radiation penetrates. For purposes of these
rules, rooms or areas in which diagnostic x-ray systems sre used for healing arts
purposes are not considered high radiation areas.

' Human use* means the intentional internal or external administration of
radiation or radioactive material to human beings.

"IND' means investigatory new drug for which an exemption has been claimed

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ._ __ _ -______________-_-___ ____-_ _ __ . -_
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under the United States Food, Drug and Cosmetic Act.
' Individual * means a human being.
' Individual monitoring' means the assesement of
(a) da,e equivalent, by the use of individual monitoring devices or, by

the use ,i survey datas or
(b) committed effective dose equivalent by bioassay or by determination

of the time weighted air concentrations to which an individual has been exposed,
that is, DAC-hours.

' Individual monitoring devices' means devices designated to be worn by a
single individual for the assessment of dose equivalent. For purposes of these
rules, individual monitoring equipment and personnel monitoring equipment are
equivalent terms. Examples of individual monitoring devices are film badges,
thermoluminescent dosimeters (TLD's), pocket ionization chambers, and personal
air sampling devices.

' Inspection" means an official examination or observation including, but
not limited to, tests, surveys, and monitoring to determine compliance with
rules, orders, requirements and conditions applicable to radiation sources.

' Interlock * means a device arranged or connected requiring tre occurrence
of an event or condition before a second condition can occur or continue to
occur.

' Internal dose * means that portion of the dose equivalent received from
radioactive material taken into the body.

' License' means a license issued by the Executive Secretary in accordance
with the rules adopted by the Board.

' Licensee' means a person who is licensed by the Department in accordance
with these rules and the Act.

' Licensed or registered material" means radioactive material, received,
possessed, used or transferred or disposed of under a general or specific license
issued by the Executive Secretary.

' Licensing state' means a state with rules equivalent to the suggested
State Regulations for Control of Radiation relating to, and an ef fective program
for, the regulatory control of NARM and which has been granted final designation
by the Conference of Radiation Control Program Directors, Inc.

' Limits". See ' Dose limits".
' Lost or missing licensed or registered material * means licensed or

registered material whose location is t.nknown. This definition includes licensed
or registered material that has been shipped but has not reached its planned
destination and whose location cannot be readily traced in the transportation
system.

" 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 10 C'R *11.4.

" Member of the public means an individual in a controlled or unrestricteda

area. However, an individual is not a member of the public during a period in
which the individual receives an occupational dosa.

' Minor" means an individual less than 18 years of age.
' 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 rules, radiation monitoring and radiation
protection monitoring are equivalent terms.

'NARM' means a naturally occurring or accelerator-produced radioactive
material. It does not include byproduct, source or special nuclear material.

' NORM" means a naturally occurring radioactive material,
' Natural radioactivity" means radioactivity of naturally occurring

nuclides.
'NDA' means a New Drug Application which has been submitted to the United

States Food and Drug Administration.
' Nuclear Regulatory Commission' (NRC) means the U.S. Nuclear Regulatcry

Commission or its duly authorized representatives.
' Occupational dose' means the dose recei' red by an individual in a

ret ricted area or in the course of employment in which the individual's assigned

- .- .- .- . . _ , . .- -. .- .. _ . . . - -_-
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duties involve exposure to sources of radiation, whether in the possession of the
licenpea, registrant, or other person. Occupational dose does not include dose
reco(v 4 from background r diation, as a patient from medical practices, from

.,

volu.nh participation in medical research programs, or as a member of the
publi

'

? Package' means the packaging together with its radioactive contents as
presented for transport.

' Particle accelerator' means a 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 HeV.

' Person' means an individual, corporation. partnership, firm, association,
trust, estate, public or private institution, group, agency, political
subdivision of this state, or another state or political subdivision or agency
thereof, and a legal successor, representative, agent or agency of the foregoing,
but does not include federal government agencies.

* Personnel monitoring equipment,' see individual monitoring devices.
' PharmrJ st * means an individual licensed by this state to practice

pharmacy. See Sections 58-17-1 through 58-17-27.
' Physician' means an individual licensed by this state to practice medicine

and surgery in all its branches. See Sections 58-12-26 through 58-12-43.
' Practitioner' means an individual licensed by this state in the practice

of a healing art. Examples would be, physician, dentist, podiatrist, osteopath,
and chiropractor.

'Public dose * means the dose received by a member of the public from
exposure to sources of radiation either within a licensee's or registrant's
controlled area or in unrestricted areas. It does not include occupational dose,
dose received from background radiation, dose received as a patient from medical
practices, or dose from voluntary participation in medical research programs.

'Pyrophoric liquid or solid or gas' means a substance that ignites-

spontaneously in dry or moist air at or below 130 degrees Fahrenheit (54.4
degrees Celsius).

' Qualified expert" means an individual having the knowledge and training
to measure ionizing radiacion, to evaluate safety techniques, and to advise
regarding radiation protection needs, for example, individuals certified in the
appropriate field by the American Board of Radiology or the American Board of
Health Physics, or those having equivalent qualifications. With reference to the
calibration of radiation therapy equipment, an individual having, in addition to
the above qualifications, training and experience in the clinical applications
of radiation physics to radiation therapy, for example, individuals certified in
Therapeutic Radiological Physics or X-Ray and Radium Physics by the American
Board of Radiology, or those having equivalent qualifications.

' Quality factor" (Q) means the modifying f actor, listed in Tables 1 and 2
of R313-12-20 that is used to derive dose equivalent from absorbed dose.

' 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

'nadiation' means alpha particles, beta particles, gamma rays, x-rays,
neutrons, high speed electrons, high speed protons, and other particles capable
of producing ions. For purposes of these rules, ionizing radiation is an
equivalent term. Radiation, as used in these rules, does not include non-
ionizing radiation, like radiowaven or microwaves, visible, infrared, or
ultraviolet light.

' Radiation area' means an 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 one hour at 30 centimeters from the source of
radiation or from a surface that the radiation penetrater.

" Radiation machine' means a device capable of producing radiation except
those devices with radioactive material as the only source of radiation.

' Radiation safety officer" means an individual who has the knowledge and
responsibility to apply appropriate radiation protection rules.

" Radiation source." See ' Source of radiation.'
' Radioactive material * means a solid, liquid, or gas which emits radiation

spontaneously.
* Radioactivity' means the transformation of unstable atomic nuclei by the

i
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emission of radiation. I
'

'Radiobionssay'e. See ' Bioassay'. .

!

$;;I;tr;h1; .t .-." ;,;n; ; radicti n . ;;hin; rewiting r;;ists;tien .nt;[, '
R313 !? 230sj

' Registrant' means (; per;;n wh; ..-.; ;; p;;;;;;; ; .d _iministreti^.^;1y
, .w R212 15 030 :* r-....... . . . , . . . , . , , , . . . . _ . . _ . . , . . . _ . , , ...,7........

reti;ter with the ";;;rt-.;.t]any cerson who is reaistered with resoect to
'

! radioactive materials or radiation gehines with the Executive Secretary or is ;
1 leaally oblicated to reaister with the Executive Secretarv eursuant to these

rules and the Act.
'kegistration' means regire u tion with the Department in accordance with

,

the ruler adopted by the Board.
' Regulations of th.. U.S. Department of Transportation * means 49 CFR 100

through 189. .

' Rem * means 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. One rem equals 0.01 sievert.4

'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 experf. mental and demonstration
purposes, including the experimental prnduction and testing of models, devices,1

equipment, materials, and processes. Research and development does not include*

the internal or external administration of radiation or radioactive material to
human beings.

' Restricted area' means an area, access to which is limited by the licensee
or rvJistrant 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.

' Roentgen' (R) means the special unit of EXPOSURE. One roentgen equals
,

2.58 x 108 coulombs per kilogram of air. See EXPOSURE.
' Sealed source" means radioactive material that is permanently bonded or ;

fixed in a capsule or matrix designed to prevent release and dispersal of the
,

radioactive material under the most severe conditions which arc likely to be>

encountered in normal use and handling.
' 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 (seven mg per em8), averaged over an area of one square centimeter.

'SI' means an abbreviation of the International System of Units. ,

' Sievert" (SV) means 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. One Sv equals 100 rem.
.

' Site boundary' means that line beyond which the land or property is not
owned, leased, or otherwise controlled by the licensee or registrant.

" Source material" means:
(al uranium or thorium, or any combination thereof, in any physical or

chemical form, or
(b) ores that contain by weight one-twentieth of one percent (0.05

percent), or more of, uranium, thorium, or any combination of uranium and
thorium. Source material does not include special nuclear material.

' Source material milling" means any activity that results in the production
of byproduct material as defined by (b) of ' byproduct material'.

' Source of radiation' means any radioactive naterial, or a device or
equipment emitting or capable of producing ionizing radiation.

'Special form radioactive material' means radioactive - material which ,

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 capsules
(b) the piece or capsule has at least one dimension not less than five

. millimeters-(0.197 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 requirements in effect on June 30, 1983,

i
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and constructed prior to July 1,1985, may continue to be used. A special form
encapsulation either designed or constructed after June 30, 1985, shall meet
requirements of this definition applicable at the t irne of its design or'

construction.
'Special nuclear material' means:
(a) plutonium, uranium-233, uranium enriched in the isotope 233 or in the

isotope 235, and 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

'

materials or
(b) any material artificially enriched by any of the foregoing but does

not include source material.
'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-235s uranium-233 in quantities not exceeding 200 gramas
plutonium in quantitles not exceeding 200 grams or a combination of them in
accordance with the following f ortnula: 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 sana 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. For example, the following
quantities in combination would not exceed the limitation and are within the
formulas

((175(Grams contained U-235 ) /35 M + (50(Grams U-233/200) + (50(Grams
pu)/200)) is equal to one.

' Source container" means a device, in which sealed sources are transported
or stored.

' Survey' treans an evaluation of the radiological conditions and potential
i hazards incident to the production, use, transfer, relt,ase, disposal, or presence

of sources of radiation. When apprcpriate, such evaluation includes, but is not'

limited to, tests, physical examinations and measurements of levels of radiation
or concentrations of radioactive material present.

' Test' means the process of verifying compliance with an applicable rule.
'These rules' rneans ' Utah Radiation Control Rules' .
' Total offective dose equ' valent * (TEDE) means the sum of the deep dose

equivalent for external exposures and the committed ef fective dose equivalent for
internal exposures.

'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 vasted in the U.S. Atomic
Energy Commission, its Chairman, members, of ficers and components and transf erred
to the U.S. Energy Research and Development Administration and to the
Administrator thereof pursuant to sections 104(b), (c), and (d) of Public Law
93- 4 3 8, October 11,1974, 88 Stat.1233 at 1237, ef fective January 19,1975 known
as the Energy Reorganization Act of 1974, and retransferred to the Secretary of
Energy pursuant to section 301(a) of Public Law 95-91, August 14, 1977, 91 Stat.

"

565 at 577-578, 42 U.S.C. 7151, of fective October 1,1977 known as the Department
of Energy Organization Act.

' Unrefined and unprocessed ore * means ore in its natural form prior to
processing, like grindilig, roasting, beneficiating or refining,

'Unrentricted area' means an area, to which access is neither limited nor
controlled by the licensee or registrant. For purposes of these rules,
' uncontrolled area' is an equivalent term.

' Waste' means those lod level radioactive wastes that are acesptable for
disposal in a land disposal facility. For the purposes of this definition, low-
level waste has the same sneaning as in the Low-Level Radioactive Wasto Policy _
Act P.L. 96-573, as amended by P.L. 99-240, ef fective January 15, 1986 that is,
radioactive waste

(a) not classified as high-level radioactive waste, spent nuclear fuel, or
byproduct material as defined in Seewion lle.(2) of the Atomic Energy Act
(uranium or thorium tailings and waste) and

(b) classified by the U.S. Nuclear Regulatory Comnission as low-level
radioactive waste consistent with existing law and in accordance with (a) above.

' Waste collector licensees * means persons licensed to receive and store

_ _ _ _ _ _ _ _ _ _ _ _ _. __.___ -
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radioactive wastes prior to disposal or persons licensed to dispose of
radioactive waste.

' Week' means seven consecutive days starting on Sunday.
*Whole body' means, for purposes of external exposure, head, trunk

including male gonads, arms above the elbow, or legs above the knees.
* Worker' means an individual engaged in work under a license or

registration issued by the Executive Secretary and controlled by a licensee or
registrant, but does not include the licensee or registrant.

.

' Working level' (WL), means any combination of short-lived radon daughters
in one liter of air that will result in the ultinate emission of 1.3 x 105 HeV
of potential alpha particle energy. The short-lived radon daughters are, for
radon-222: polonium-218, lead-214, bismuth-214, and polonium-214; and for radon
220: polonium-216, lead-212, bismuth-212, and polonium-212.

' Working level month' (WLM), means an exposure to one working level f or 170
hours. 2,000 working hours per year divided by 12 months per year is
approximately equal to 170 hours per month.

' Year' means the period of time beginni.ng in January used to determine
compliance with the provisions of these rules. The licensee or registrant may
change the starting date of the yer used to deterinine compliance by the licensee
or registrat,t provided that the unge is made at the beginning of the yesar and
that no day is omitted or duplicaLed in consecutive years.

( R 3114 3-h---Puh14 e-Mot iee-and-puh1 &e-Comsmen b-Perl ed t
(4 ) *he !weeuHve-4eeretary ch-11 ghe-pubMe--nu 4ee-ef , and - ans

opportenf+y-to-eemment-en-the-feHewi ng a c t i onet
(e) Prepcaci l icensing-eet4+n-for-H eense-eategories-4e --b , c, d-and 5

identH4+d-4n--HH 2 7 0 ? cr a precccca approval or deniel--of -o-signH4eent
radiceetive materf*le-44eeneer-44eenec amcadT. cat , er !! cense-vereweh

ibt--The-ici+4el-proposed-regietret4en-of an ioni-eing radio -ica producing
machine-which-eperetee-et-e-kHovehogc-potent 4el-4hVp+-greater-en 200 - in an
open bcac -conf 4 urwien. nM4-12 7 (1) ib) doc-; not-opplyetee-&n the--heeHeg9
arter

deb.--Deerd-eetivideMat-may - havc si gnH4eent public interest and-the
Board-requeet+-the-4keeuHvc Gerrc'ary t o teke-pubHc cc .T.cnt-en-thas: propcacd
oct4ti+i+er

(2) PubMe-not4ee-chei4--eMew-et-4eeet--M-days-fee-pubHc cc . caty
(3) Public actien may desersbc narc the.. .. t4en-Het+d-in-RM4-12 ? (11-

and . .., . . .bine-not4ee-of-e-puhHe-heoring-whh-netiee-ef= t hc i;sposed-eet4ent
;4+--PubMe-net 4ee-sheH-be-given hy pubHeet ion in a acueroper-of-ceneret

eiceulet4en-4n4he-eree-es feeted-by+he propcaca act4cni to pereen; on a no! Mng
Het-developed by the Executive-Geeeeteryednehding thosc who requcat-in writing
t o be on t he-44*t-r-end-ony -cther ccn- i f ;;eceseery to aceure-edequatc not ic - to
the-eHeeted-pubHer

R3H4G4. Puhi t e-comumen tr e r--Re epen s e-+e-oeaunent e--and-Regrueet e-f o r--Publ i c
Hearinger

(1) During the publir cosacnt-peried-provided -- under 3313 12 ?, any
4eterested-person nay submit wri t t en cen.- . cat ; en the propcaca cction--and may

r bHe-heoring, if no hearing-he; aircady bcca scheduledyrequeel ou

(2) i ;equest-fer%-public-hcaring shall bc in writing cnd sheH-etete-the
nature-of-the-4eewc;- propos-d t o bc raised-in th hearing,

;3) C+mmente rccc' ed-during the pubHc cccacnt pcrica -and durieg-eny
hearing-chell bc ceneidered-sn-mak4ng the f i nal -- de c iesent

(4) 7.t the-t4;c of the Mnel dcci;ica, the Execut4vc Occrctory-eheH-ieaue
e-eeepense to comncata, which - shall inehdet

ist Speci-f4c -- provi;icas, i f--anye--t4,et-havc bec , changed in-the final
oct+en-end-the-eeeeene f er the-change , and

,b) ? brief--descript4en-end - sc ap;ns; to eM -eignH4eent ec-acnt; raised
during t he - pubH c ccasent-pecied-or-ducing any hearing <

-(5; The Caecutive Occretary's respone - to pubH c c or. c ate-ehe1+--be
avoi4eble-+e-the-pubHet

R11-14 3 ^ " H e-Hearinger
(1) Thic arctica epplic; to public hear'ng; of propcaca actiene-epeeH4ed
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(0) Tnc Exccutive Occretory-ehn! hcid a public hearing whencycr hc finder
en-the-bee 6e-ef rc qucet a , a a49nH4eent-degrcc ci publie-intereet-in the prepc;ca
eet4ene

(3) The-Gweeut ive Oceretary nay clas hold a publi c hc M ag ac his
aberetica, ahc ncvccr--for-inetenec , a hearing might-ekrHy enc cr more issuc;
fr.vnived-in the propcacd action,

'4; We-Imeeut ive Occrctory-eheH--held a public hearing whenc vc e-he
receivee-welttcn not4ee-of epposition to a proposed-cet4cn and a request for a
hearing within-M-*laya ci- ptthl4c notice under RM3 12 ' .

$Hof--pubMe-notice of ---the hearing-ehell bc givcn as apccified-in 3313
H *be

(b) The public cc .xat-perica under nM 3 1.7' sheH-euter etically be
ex t ended - t c-the-elese-ef- a ny - publ4e-hearby-under this ac:ticn. The hc;rieg
of f4eer ray ales cccad-the cea. :nt paried by ac stat 4ag at the heerber

'e) ';henever-poseel; th; Cxacutiv; 0'ere+ery-ehe11 cchedul; a hcaring
under-this acetica at-e-t4ec and Iccation cca.cnfent to the partics involvca.

id; ?.ny- pc r son-et -the-hese4 *g-eay-eubmi+-ere; ;r urittcn stetcmcat and
dat a c once rning-t-he-preposed-eeti ca , ncasenoble-Heks nay bc act upon -the time
eH auca f or crol-et-etement a end- t-he-eubmfeeien-of-etetement; in criting may be
requiredy

(c; topc rccciding-or-wri t t en t ranscript-of-t h; hearieg-chell bc mada'

nw44 chic to the-puhHer

R313-12-20. Units of Exposure and Dose.
(1) As used in these rules, the unit of EXPOSURE is the coulomb per

kilogram (c per kg). One roentgen is equal to 2.50 x 2>* coulomb per kilogram
of air.

(2) As used in theso rules, the units of done ares
(a) Gray (Gy) is the SI unit of absorbed dose. One gray is equal to an

absorbed dose of one joule per kilogram. One gray equals 100 rad.
(b) Rad is the special .init of absorbed dose. One rad is equal to an

absorbed dose of 100 erg per gram or 0.01 joule per kilogram. One rad equals
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, one rem equals 0.01 Sv.

(d) Sievert (SV) 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. One Sv equals 100 rem.

(3) As used in these rules, the quality factors for converting absorbed
dose to dose equivalent are shown it. Table 1.

TABLE 1

Quality Factors and Absorbed Dose Equivalencies

Absorbed Dose
Equal to a

Quality Unit Dose
Type of Radiation Factor (Q) Equivalent

X, gamma, or beta radiation and 1 1

high-speed electrons
Alpha particles, multiple-charged 20 0.05
particles, fission fragments and
heavy particles of unknown charge

Neutrons of unknown energy 10 0.1
High energy protonn 10 0.1

For the column in Table 1 labeled ' Absorbed Dose Equal to a Unit Dose
Equivalent *, the absorbed dose in rad is equal to one rem or the absorbed dose
in gray is equal to one Sv.
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(4) If it is more convenient to measure the neutron fluence rate than to
determine the neutron dose equivalent rate in sievert per hour or rem per hour,
as provided in R313-12-20(3), 0.01 Sv of neutron radiation of unknown energies
may, for purposes of these rules, be assumed to result from a total fluence of
25 million nertrons per squart centimeter incident upon the body. If sufficient
information exists to estimate the approximate energy distribution of the'

neutrons, the licensee or registrant may use the fluence rate per unit dose
equivalent or the appropriate Q value from Tcble 2 to convert a measured tissue
dose in gray or rad to dose equivalent in sievert or rem.

TABLE 2

Mean Quality Factors, Q, and Fluence Per Unit Dose
Equivalent for Monoenergetic Neutrons

Fluence par Fluence per
Unit Dose Unit Dose

Nevt con Quality Equivalent Equivalent
Energy Factor neutrons neutrons

Mev Q cm 8 rem-1 cm.: sv.

thermal '2.5 x 10-* 2 980 x 10' 980 x 108
1 x 10-1 2 980 x 105 980 x 108
1 x 105 2 810 x 10' 810 x los
1 x 10-$ 2 810 x 10' 810 x 108
1 x 10-4 2 840 x 10' 840 x 108
1 x 10 2 2 980 x 10' 980 x 10'
1 x 10-2 2,5 1010 x 105 1010 x 108
1 x 101 7.5 170 x 105 170 x 10
5 x 10-1 11 39 x 105 39 x 10'
1 11 27 x 105 27 x 108
2.5 9 29 x 105 29 x 108
5 8 23 x 10' 23 x 10'
7 7 24 x 105 24 x 10'

* 10 6.5 24 x 10' 24 x 108
14 7.5 17 x 105 17 x 108
20 8 16 x 105 16 x los
40 7 14 x 105 14 x 10'
60 5.5 16 x 105 16 x 108
1 x 102 4 20 x 105 20 x 10'
2 x 102 3.5 19 x 105 19 x 108
3 x 102 3.5 16 x 105 16 x 10'
4 x 102 3.5 14 x 105 14 x 108

For the column in Table 2 labeled " Quality Factor", the ues of Q are at
the point where the dose equivalent is maximum in a 30 ct .ameter cylinder
tissue-equivalent phantom.

For the columns in Table 2 labeled " Fluence per Unit Dose Equivalent", the
values are for monoenergetic neutrons incident normally on a 30 cm diameter
cylinder tissue equivalent phantom.

R313-12-40. Units of Radioactivity.
For purposes of these rules, activity is expressed in the SI unit of

becquerel (Bq), or in the special unit of curie (Ci), or their multiples, or
disintegrations or trarsformations per unit of time.

(1) One becquerel (Bq) equals one disintegration or transformation per
second.

(2) One curie (Ci) equa's 3.7 x 1018 disintegrations or transformations
per second, which equals 3.7 x 1018 becquerel, which equals 2.22 x 1012
disintegrations or transformations per minute.

R313-12-51. Records.
(1) A licensee or registrant shall maintain records showing the receipt,

transfer, and disposal of all sources of radiation. Additional records
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requirements are specifie.1 elsewhere in these rules.

R313-12-52. Inspections.
(1) A licensca or registrant shall af ford representatives of the Executive

Secretary, at reasonable times, opportunity to inspect sources of radiation and
the premises and facilities wherein those sources of radiation are used or
stored.

(2) A licensee or registrant chall make available to representatives of
the Exocutive Secretary far inspection, upon reasonable notice, records
maintained pursuant to these rules,

n313-12-53. Tests.
(1) A licensee or registrant shall perform upon instructions from a

representative of the Board or the Executive Secretary or shall permit the
representative to perform reasonable tests as the representative deems
appropriate or necessary including, but not limited to, teste of:

(a) sources of radiation;
(b) facilities wherein sources of radiation are used or stored;
(c) radiation detection and monitoring instruments; and
(d) other equipment and devices used in connection with utilization or

storage of licensed or registered sources of radiation.

R313-12-54. Additional Requirsments.
The Board may, by rule, or order, impose upon a licensee or registrant

requirements in addition to those established in these rules that it deems
appropriate or necessary to minimize any danger to public health and safety or
property.

R313-12-55. Exemptions.
(1) The Board may, upon application or upon its own initiative, grant

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 or subcontractors and U.S.
Nuclear Regulatory Commission contractors or subcontractors operating within this i

state are exempt from these rules to uhe extent that the contractor or
subcontractor under his contract receives, possesses, uses, transfers, or
acquires sources of radiation. The following contractor categories are included:

(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 the sites and the performance of contract
services during temporary interruptions of the 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 vessels and

(d) any other prime contractor or subcontractor of the U.S. Department of
Energy or of the U.S. Nuclear Regulatory Commission when the state and the. U.S.
Nuc2 ear Regulatory Commission jointly determine (i) tha*. the exemption of the
prime contractor or subcontractor is authorized by law; and (ii) that usJer the
terms of the cont.ract or subcontract, there is adequate assurance that the work
thereunder can be accomplished without undue risk to the public health and
safety.

R313-12-70. Impounding.
Sources of radiation shall be subject to impounding pursuant to Eaction 19-

3-111.

R313-12-100. Prohibited Uses.
(1) A hand-held fluoroscopic ccreen using x-ray equipment sha11 not be

used unless it has been listed in the Registry of Scaled Source and Devices or
accepted for certification by the U.S. Food and Drug Administration, Center for

|
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Devices and Radiological Health.
(2) A shoe-fitting fluoroscopic device shall not be used.

R313-12-110. Comununications.
All communications and reports concerning these ru?es, and applications

filed thereunder, should be addressed to the Division of Radit tion Control, P.O.
Box 144050, 168 North 1950 West, Salt Lake City, Utah 84114-4850.

KEY: [redlet teny-pubilemby-publ-se-heeringe ] d e f i n i t i on s , u n i t P , inspections,
exemotions
(1994)199S'f 19-3-104

/ 19-3-10B
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R313. Environmental Quality, Radiation Control.
R313-14. Violations and Escalated Enforcement.
R313-14-1. Introduction and Purpose.

(1) The purpose of the radiation control inspection and compliance program
is to assure the radiological safety of the public, radiation workers, and the
environment by-

(a) ensuring compliance wich Utah Radiation Control rules or license
conditions;

(b) obtaining prompt correction of violations;
(c) deterring future violations; and
(d) encouraging improvement of licensee or registrant performance,

including the prompt identification, reporting, and correction of potential
safety problems.

(2) Consistent with the purpose of the radiation control inspection and
complianca program, prompt and vigorous enforcement action shall be taken when
decling with licensees or registrants who f ail to demonstrate adherence to these
rules. Enforcement action is dependent on the circumstances of the case and may
require that discretion be exercised af ter consideration of these standards.
Sanctions have been designed to ensure that a licensee or registrant does not
deliberately profit from violations of the Utah Radiation Control rules.

R313-14-2. Responsibilities.
(1) The Board has authorized the Executive Secretary to:
(a) enforce rules through the issuance of orders and assess penaltiec in

accordance with Section 19-3-109; sri
(b) impound radioactive material in accordance with Section 19 '-111.
(2) The Executive Secretary is authorized to issue Notices of Violetions.

[ '3) In th; sh;cacc cf th Exccutiec Occrctory, thc authority of the
Exccutiec Occretary may bc acicgated within thc Oivision to his dcsigncc.)

R313-14-3. Definitions.
As used in R313-14, the following definitions apply:
(1) " Material False Statement" means a statement that is false by omission

or commission and is relevant to the regulatory process.
(2) " Requirement" means a 2egally binding requirement such as a statute,

rule, license condition, permit, registration, technical specificat *.on, or order.
(3) "Similar* means thcae violations which could have been reasonably

expected to have been prevented by the licensee's or registrant's corrective
action for a previous violation.

(4) " Willfulness' means the deliberate intent to viciate or falsify, and
includes careless disregard for requirements. Acts which do not rise to the
level of careless disregard are not included in this definition.

R313-14-10. Severity of Violations.
(1) Violations are placed in one of two major categories. These

categories are:
(a) electronically produced radiation operations; or
(b) radioactive materials operations,
(2) Regulatory requirements vary in public health and environmental safety

significance. Therefore, it is essential that the relative importance of
violations be identified as thG first step in the enforcemenc process, Based
upon their relative hazard, violations are assigned to one of five levels of
severity.

(3) Severity Level I is assigned to violations that are the most
significant and Severity Level V violations are the least sigrificant. In
general, violations that are included in Severity Levels I and II involve actual
or high potential impact on the public. Jeverity Level III violations are cause
for significant concern. Severity Level IV violations are less serious but are
of more than minor concern, however, it left uncorrected, they could lead to a
more serious concern. Severity Level V violations are of minor safety cr
environmental concern.

- (4) The severity of a violation shall be characterized at the level best
suited to the significance of the particular violation. A severity level may be
increased if the circumstances surrounding the violation involve careless

- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ - _ _ _ _ _ . -
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disregard of requirements, deception, or other indicationt or willfulness. In
determining the specific severity level of a violation ins 71ving willfulness,
consideration will be given to factoro like the position of toe person involved
in the violation, the significance of an underlying violation, the intent of the
violator and the economic advantage gained by the violation. The relative weight
given to these factors in arriving at the appropriate severity level is dependent
on the circumstances of the. violation.

(5) The severity level assigned to material false statements may be
Severity Level I, II or III, depending on the circumstances surrounding the
statement. In dC iemining the specific severity level of a violation involving
material f also statenents or falsification of records, consideration is given to
f actors like the position of the person involved in the violation, for example,
a first line supervisor as opposed to a senior manager, the significance of the
information involved, and the intent of the violator. Negligence not amounting
to careless disregard would be weighted differently than careless disregard or 5

deliberateness. The relative weight given to these factors in arriving at the
appropriate severity level is dependent on the circumstances of the violation.

R313-14-15. Enforcement Actions.
This Section describes the enforcement sanctions available to the Executive

Secretary and specifies the conditions under which they are to be used.
(1) Notice of Violation
(a) A Notice of Violation is a written notice setting forth one or more

violations of a legally binding requirement. The notice normally requires the
licensee or registrant to provide a written statement describing:

(i) corrective steps which have been taken by the licensee or registrant
and the results achieved;

(ii) corrective steps which shall be taken to prevent recurrence; and
(iii) the date when full compliance will be achieved.
(b) The Executive Secretary may require responsec to Notices of Violation

to be under oath. Normally, responses under oath may be required only in
connection with civil penalties and orders.

(c) A Notice of Violation is used by the Executive Secretary as the method
for formalizing the existence of a violation. The Notice may be the only
enforcement action taken or it may be used as a basis for other enforcement
actions. Licensee (r registrant initiative for self-identification and
correction of proGems is encouraged. The Executive Secretary shall not
generally issue Notices of Violation for a violation that meets the five
following tests:

(i) it was identified by the licensee or registrant;
(ii) it fits in Severity Level IV or V;
(iii) it was reported, in writing, to the Executive Secretary;
(iv) it was or will be corrected, including measures to prevent

recurrence, within a reasonable time; and
(v) it was not a violation that could reasonably be expected to have been

prevented by the licensee's or registrant's corrective action for a previous
violation.

(d) Licensees or registrants are not ordinarily cited for violations
resulting from matters outside of their control, like equipment failures that
were not avoidable by reasonable quality assurance measures or management
controls. Generally however, licensees and registrants are held responsible for
the acts of their employees. Accordingly, the rules should not be construed to
excuse personal errors.

(2) Civil Penalty.
(a) A civil penalty is a monetary penalty that may be imposed for

violation of Utah Radiation Control Rules or lawful orders issued by the
Executive Secretary. Civil penalties are designed to emphasize the need for
lasting remedial action and to deter future violations. Generally, civil
penalties are imposed for Severity Level I violations, cre imposed for Severity
Level II violations, in the absence of mitigating circumstances, are considered
for Severity Level III violations, and may be imposed for Severity Level IV and

- V violations that are sim!1r to> previous violations for which the licensee or
registrant failed to tak' :tive corrective action.

(b) The level of a . penalty is established so that a penalty does not

I
1

*

i

._ . _ _ . _ _ _ _ _ _ _ . _ _ . . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _



*
.

.
6

.

*
exceed $5,000 por violation. Except as modified by provision of the next
paragraphs, the base civil penalties are as follows:

TABLE

Severity Level I Violations $5,000
Severity Level II Violations $4,000
Severity Level III Violations $2,500
Severity Level IV Violations $ 750
Severity Level V Violations $ 250

*(i) Comprehensive licensee or registrant programs for detection.
correction and reporting of problems that may constitute, or lead to, violation
of regulatory requirements are important and consideration may be given for
effective internal audit programs. When licensees or registrants find, report,
and correct a violation expeditiously and effectively, the Executive Secretary
may apply adjustment factors to reduce or eliminate a civil penalty.

(ii) Ir9ffective licensee or registrant programs for problem
identification or correction are unacceptable. In cases involving willfulness,
flagrant violations, repeated poor performance in an area of concern, or serious
creakdown in management controls, the Executive Secretary may apply the full
enforcement authority.

(iii) The Executive Secretary may review the proposed civil penalty case
on its own merits and adjust the civil penalty upward or downward appropriately.
Af ter considering the relevant circumstances, adjustments to these values may be
made for the factors identified below:

(A) Reduction of the civil penalty may be given when a licensee or
registrant identifies the vloiation and promptly reports, in writing, the
violation to the Executive Secretary. No consideration will be given to this
factor if the licensee or registrant does not take immediate action to corzset
the problem apon discovery.

(B) accognizing that corrective :ction is always required to meet
regulatory requirements, the promptness and extent to which the licensee or
registrant takes corrective action, including actions to prevent recurrence, may
be considered in modifying the civil penalty to be assessed.

(C) Reduction of the civil penalty may be given for prior good performance
in the general area of concern.

(D) The civil penalty may be increased as much as 50% for cases where the
licensee or registrant had prior know2 edge of a problem as a result of an
internal audit, or specific Executive Secretary or industry notification, and had
failed to take effective preventive steps.

(E) The civil penalty may be increased as much as 50% where multiple
examples of a particular violction are identified during the inspection period.

(c) A violation of a continuing nature shall, for the purposes of
calculating the proposed civil penalty, be considered a separete violation for
each day of its continuance. A continuing violation is not considered a repeat
violation. In the event a violation is repeated within five years, the scheduled
amount of the civil penalty may be increased 25%; and for repeat violations of
Severity Levels II and III, the penalty may not be avoided by compliance. Other
rights and proceduras are not affected by the repeat violation.

(d) Payment of civil penalties shall be made within 30 working days of
receipt of a Notice of Violation and Notice of Proposed Imposition of a Civil
Penalty. An extension may be given when extenuating circumstances are shown to
exist. Payment shall be made by check, payable to the Division of Radiation
Control and mailed to the Division at the address shown with the Notice of
Violation.

(3) Orders.
(a) An Order is a written directive to modify, suspend, or revoke a

license or registration; to cease and desist from a given practice or activity;
or to-take other action that may be necessary.

(b) Modification Orders are issued when some change in licensee or
- -registrant equipment, proceduressor nanagement control is necessary.

(c) Suspension Orders may be used:
(i) to remove a threat to the public health and safety or the environment;

_ _ . _ _ _ _ _ _ _ _ _ _ - _ _ _ _ -
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(ii) when the licensee or registrant has not responded adequately to other
enforcement action;

(iii) when the licensee er registrant interferes with the conduct of an
inspections or

(i") for a reason not mentioned above for which license or registration
revocation is authorized.

(v) Suspensions may apply to all or part of the regulated activity.
Ordinarily, an activity is not suspended, nor is a suspension prolonged for
failure to comply with requirements when the failure is not willful or when
adequate corrective actions have been taken.

(d) Revocation Orders may be used:
(i) when a licensee or registrant is unable or unwilling to comply with

these rules;
(ii) when a licensee or registrant refuses to correct a violation;
(iii) when a licensee or registrant does not respond to a Notice of

Violations
(iv) when a licensee or registrant does not pay a fee required by the

Departments or
(v) for any other reason for which revocation is authorized.
(e) Cease and Desist Orders are used to stop unauthorized activity that

has continued despite notification by the Executive Secretary that the activity
) is unauthorized.
1 (f) Orders may be made effective immediately, without prior opportunity

for hearing, whenever it is determined that the public health, interest, or
safety so requirea, or when the Order is responding to a violation involving

.. willfulness. Otherwise, a prior opporturity for a hearing is afforded. For
cases in which a basis could reasonably exist for not taking the action as
proposed, the licensee or registrant shall be afforded an opportunity to show
cause why the Order should not be issued in the proposed manner.

(4) Escalation of Enforcement Sanctions.
(a) In accordance with the provisions of Section 19-3-111 the radioactive

i material of a pers.o may be impounded. Administrative procedures will be
conducted as provided by R313-14-20, prior to disposal of impounded radioactive
materials.

(b) Violations of Severity Levels I, II or III are considered to be very
serious. If repetitive very serious violations occur, the Executive Secretary
may issue Orders in conjunction with other enforcement actions to e.chievo
immediate corrective actions and to deter their recurrence. In accordance with
the criteria contained in this section, the Executive Secretary shall carefully
consider the circumstances of cases when selecting and applying the appropriate
sanctions.

(c) The progression of enforcement actions for repetitive violations may
be based on violations under a single license or registration. The actual
progression to be used in a particular case may depend on the circumstances.
When more than one facility is covered by a single license or registration, the
normal progression may be based on repetitive violations under the same license
or registration. It should be noted that under some circumstances, for example,
where there is common control over some facet of facility operations, repetitive
violations may be charged even though the second violation occurred at a
different facility or under a different license or registration.

(5) Related Administrative Actions.
(a) In addition to the formal enforcement mechanisms of Notices of

Viola' ion aad Orders, the Executive Secretary may use administrative mechanisms,
like enforcement conferences, bulletins, circulars, information notices, generic
letters, and confirmatory action letters as part of the enforcement and
regulatory program. Licensees and registrants are expected to adhere to
obligations and commitments resulting from these processes and the Executive

' Secretary shall, if necessary, issue appropriate orders to make sure that
expectation is realized.

(b) Enforcement Conferences are meetings held by the Executive Secretary
with licensee or registrant management to discuss safety, public health, or

- environmental problems, compliance with regulatory recuirements, proposed
corrective measures, including schedules for implementation, and enforcement
optior.s available to the Executive Secretary.

-_ __ _ _ _ _ _ _ _ _ _ _ - ___- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ - _ _ _ _
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(c) Bulletins, Circulars, Informa', ion Notices, and Generic Letters are*

written notifications to groups of licensees or registrants identifying specific
problems and calling for or recommending specific actions on their part.
Responses to these notifications may be required.

(d) Confirmatory Action Letters are letters confirming a licensee's or
registrant's agreement to take certain actions to remove significant concerns
about health and safety, cr the environment.
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R313-14-25. Public Disclosure of Enforcement Actions.
Enforcement actions and responses are publicly available for inspection.

In addition, press releases are generally issued for Notices of Proposed
Imposition of u Civil Penalty and Orders. In the case of orders and civil
penalties related to violations at Severity Level I, II or III, press releases
may be issued at the time of the order or the Notice of Proposed Imposition of
the Civil Penalty. Press releases are not normally issued for Notices of
Violation.

KEY: violations, nonalties, (licensingr-radiomet-ive-mateelele l en f o rcemen t
[1993)1996 19-3-109

19-3-111 (
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R313. Environmental Quality, Radiation,
R313-17. Administrative Procedures.
R313-17-5 Administrative Procedures General Provisions

(1) PURPOSE AND SCOPE
R31's-12-5 through 13 set out procedures for conducting formal adjudicative

proceedings'in accordance with the Utah Administrative Procedures Act (UAPA),
Section 63-46b-1 et seq. and govern

(a) the contest of the validity of initial order or notice of violation
as described in R313-17-5(2);

(b) the contest of proposed imposition of civil penalties under Section
19-3-109; and

(c) other formal adjudicative proceedings before the Radiation Control
Board.

(2) INITIAL PROCEEDINGS EXEMPT FROM UAPA
Proceedings that culminate in the issuance of an initial order or a notice

of violation under the Utah Radiation Control Act are not governed by UAPA as
specified in Section 63-46b-1(2) (k) . This includes, but is not limited to,
initial proceedings regarding:

(a) approval, amendment, denial, termination, transfer, revocation, or
renewal of licenses;

(b) requests for variances, exemptions, and other approvals;
(c) notices of violation and orders associated with notices of violation;
(d) orders to comply and orders to cease and desist;
(e) impoundment of radioactive materiali
(f) orders for decommissioning;
(g) declaratory orders; and
(h) orders for surveying, monitoring, sampling, or information;

;

(3) DESIGNATION OF PROCEEDINGS
(a) Contest of an initial order or notice of violation or proposed

imposition of civil penalties shall be conducted as a formal proceeding.
(b) The Board in accordance with Section 63-46b-4(3) may convert'

proceedings which are designated to be formal to informal, and proceedings which
are designated as informal to formal if conversion is in the public interest and

,
rights of all parties are not unfairly prejudiced.

(c) Unless otherwise stated in R313, informal adjudicative proceedings
shall be conducted in accordance with Section 63-46b-5.

(4) APPEARANCES AND REPRESENTATION
(a) 7.n individual who is a participant to a proceeding, or an officer<

designated by a partnership, corporation, association, or governmental entity
which is a participent to a proceeding, may represent his, her, or its interest
in the proceeding.

(b) Any participant may be represented by legal counsel.
(5) COMPUTATION OF TIME
Time shall be computed as provided in Rule 6(a) of the Utah Rules of Civil

Pr?cedure except that no additional time shall be allowed for service by mail.

; KEY: administrative procedures, public comment, public hearings, orders
1997 19-3-103.5

19-3-104
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R313. Environmental Quality, Radiation. '

R313-17. Administrative Procedures.
R313-17-7. Parties and Intervention.

(1) DETERMINATION OF A PARTY.
The following persons are Parties to a formal proceeding governed by these

rules:
(a) The person to whom an initial order or notice of violation is

directed, such as a person who submitted a license application that was approved
or disapproved by order of the Executive Secretary;

(b) The Executive Secretary of the Radiation Control Board; and
(c) All persons whose legal rights or interests are substantially af fected

by the preceeding, who have standing to participate in the proceeding, and to
whom the Board has granted intervention under n313-17-7 (2) .

(2) INTERVENTION
A petition for intervention may be filed by a petitioner to commence an

adjudicative proceeding in accordance with R313-17-6(2) or to intervene af ter a
notice of agency action or request for agency action has been filed. A
petitioner for intervention shall meet the following requirements:

(a) (i) The request for agency action is timely filed in accordance with
R313-17-6(2); or

(ii) The Petition to Intervene in a proceeding commenced by a party other
than the Petitioner for Intervention is filed with the Board, with a copy to all
parties, within 20 days from the date of the Notice of Agency Action or Request
for Agency Action.

(b) The Petition to Intervenes
(i) Identifies the proceedings in which intervention is sought;
(ii) Contains a statement of facts demonstrating that the petitioner's

legal rights or interests are substantially af fected by the formal adjudicative
proceeding and the petitioner qualifies as an Intervenor under Section 63-46b-9;
and

(iii) Includes a statement of relief sought f rom the Board, including the
basis thereof.

(c) Unless modified by the Presiding Officer, any party may respond to a
Petition for Intervention during the period allowed for responsive pleadings
under Section 63-46b-6. The Chair of the Radiation Control Board may act as
Presiding Officer for purpose 2 of this paragraph.

(d) Intervention may cnly be granted by order of the Board to a petitioner
who meets the requirements of R313-17-7(2)(a) and (b).

(3) DESIGNATION OF PARTIES
Unless otherwise designed by the Hearing Officer:
(a) The person filing a Request for Agency Action shall be the Petitioner

and the Executive Secretary shall be the Respondent.
(b) In a proceeding requested by a Petitioner for Intervention, the person

granted Intervonor status shall be the Petitioner. The Executive Secretary and
the person to whom the challenged order or notice is directed shall be the
Respondents.

(4) AMICUS CURIAE (Friend of the Court)
Persons may be permitted by the Presiding Of ficer(s) to enter an appearance

as Amicus Curiae (Friend of the Court), subject to conditions established by the
Presiding Officer (s).

KEY: administrative procedures, public comment, public hearings, orders
1997 19-3-103.5

19-3-104
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Mll-17._ %dmini31rative ProcMurgh
R313_-17-1. Applisatinn_.9f . Ru1e ,

This rule annlies to nroceedinas under Title 19. Chanter 3 (Radiation
Control ActL

M13 - 17 - 2 . Public Notice and Public Comment PRKind
(1) The "xecutive Secretarv shall cive nublic notice of. and an

onnortunity to corrent on the followino actions:
(a) Pronosed licensino action for license catecories da. b. c. d and 6

identified in R313-70-7 or a nronosed annroval or denial of a sianificant
radioactive materials license. license amendment. or license renewal.

(b) The initiel nronosed recistration of an ionizina radiction nroducina
machine which onerates at a kilovoltace notential (kVn) areater than 200 in an
snen beam conficuration. R313-17-2(1)(b) does not annly to use in the healina

arts.
(c) Board activities that may have sionificant nublic interest and the

Board reauests the Executive Secretarv to take nublic comment on those nronosed
activities.

(2) Public notice shall allow at least 30 davs for nublic corment.
(3) Public notice may describe taore than one action listed in R313-17-2(1)

and may combine notice of a nublic hearina with notice of the nronosed action.
(4) Public notice shall be civen bv nublication in a newsnaner of ceneral

circulation in the area affected hv the nronosed action. Notice shall also be
aiven to nersons on a mailina list develoned by the Executive Secretary and those
who reauest in writina to be notified.

R113-17-3. Eublic Cggagnts, ReEnQnge to Commente and Roaugste f or_ __ P_ublig
UtRLinuR

(1) Durina the nublic comment neriod nrovided under R313-17-2. any

interested norson may submit written c omen t1._on the cronosed action and may
Ipouest a nublic hearina. if no hearina has already been scheduled.

(2) A reauest for a nublic hearina shall be in writina and shall state the
nature of the issues nronosed to be raised in the hearina.

(3) Ccmments received durina the nublic comment neriod and durina any

hearina shall be considered in makina the final decision.
(4) At the time of the final decision. the Executive Secretarv shall issue

a t r_ s nons e to comments. which shall include
(a) Snecific nrovisions. if any. that have been chanaed in the final

action and the reasons for the qbanaer and
(b) A brief descrintion and resnonse to all sinnificant corrents raiserj

durina the oublic comment neriod or durina any hearina.
(5) The Executive Secretarv's resnonne to nublic corrents shall be

available to the nublic.

R313-17-4. Public Hearinas_n.
(1) This section annlies to haarinas for nublic comment en nronesed

actions snecified in R313-12-7. This section does not covern adiudicative
nroceedinas.

(2) The F.xecutive Secretarv shall hold a nublic hearina whenever he finds.
on the basis of reauests. a sionificant decree of nublic interest in the oronosed
action.

(3) The Executive Secretary mav also hold a nublic hearina at his
discretion. whenever. for instance. a hearina micht clarifv one cr more issues
involved in the nronosed action.

(4) The Executive Secretarv shall hold a oublir hearina whenever he
receives written notice of onno n i t__ ion to a nronosed action and a reauest for a
hearina within 30 davs of Dublic notice under R313-12-7

(5)(a) Public notice of the hearina shall be civen as snecified in
R313-12-7.

(b) The nublic comment neriod under R313 -12 -7 shall automat!cally be
extended to the close of any nublic hearina under this section. The hearina
officer may also extend the corrent neriod bv so statina at the hearina.

(c) Whenever nossible the Executive Secretarv rhall schedule a hearina
under thin section at a time and location convenient to the narties involved.

(
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* ,[(1) Any nerson at the hearina mav submit oral or written statements and

sida concern ' no the r,ronosed act ion. Reasonable limits may be set unon the time
allowed for oral statements a r. _i the submissie- of statements in writina mav be
recuired.

(e) A tane recordina or written transcrine of the hearina shall be made
e.vailable to the nublic.

R$13-17-5 Administrative Procedures General Provisions
(1) PURPOSE AND SCOP 3
R313-5 throuch 13 set out nrocedures for conductina formal adiudicative

nroceedinos in accordance with the Utah Administrative Procedures Act (UAPA).
Section 63-46b-1 et sea. and covern;

fa) the contest of the validitv of initial order or notice of violation
as described in R313-17-5(2);

(b) the contest o' nronosed imnosition of civil nenalties under Section
19-3-139; and

(c) other formal adiudicative nroceedinas before the PJLdiation Control
Board.

(2) INITIAL PROCEEDINGS EXEMPT PROM UAPA
Proceedinas that culminate in the issuance of an initial order or a noticg

of violation under the Utah Radiation Control Act are not coverned by UAPA as
snecified in Section 63-46b-1(2)(k). Thi s includes, but is not limited to.
191tial croceedinos reqardinar

(a) anoroval. amendment. denial. termination. ciansfer. revocation. or
enewal of licer;yra

(b) recur _ for variances. exemntions. and other anorovalst
(c) notic. of violation and orders associated with notice- of violation;
(d) orders to comolt and orders to cease and desistr
le) incoundment of radioactive materialr
(f) orders for decommissioninar
(a) declaratory orders; and
(h) orders for survevina. monitorina. samnlina. or information;

(3) DESIGNATION OF PROCEEDINGS
fa) Contest of an initial ordet or notitt of violation or nrorio s ed

innosition of civil nenalties shall be conducted as a forral nroceedina.
(b) The Board in accordance with Section 63-46b-4(3) rav convert

croceedinas which are desianated_to be formal to informal. and nroceedinos. dig.h
are desianatqd as informal to formal if conversion is in the public interest and
riohts of all narties are not unfairly nreiudiced.

(c) Unless otherwise stated in R313. informal adiudicative croceedinns
chall be conducted in accordance with Section 63-46b-5.

(4) APPEARANCES AND REPRESENTATION
(a) An individual who is a narticicant to a nroceedina. or an officer

desianated bv a nartnershin. cornoration. association. or covernmental entity
which is a carticinant to a croceedino, may recrerent his. her. or its interest
in the croceedino.

(b) Anv narticinant mav be renresented bv leaal counsel.
(5) COMPUTATION OF TIME
Time shall be comnuted as nrovided in aule 6fa) of the Utah Ruler of Civil

Procedure except that no additional time shall be allowed for servi.e by mail.

P313-17-6. Commencina a ForrigL Adiudicative Proceedina

(1) Excent as otherwise normitted bv emercency orders as described in Section 63-

46b.20. all adiudicative nroceedinas shall be commenced bv eitherr
(a) a Notice of Aaency Action in accordance wit' Section 63-46b-3. if

nroceedinas are commenced by the Board; or
(b) a Recuest for Aaencv Action in accordaner. with R313-17-6(25 if

nroceedinas are commenced by a nerson other than the Board.
(2)(a) The validity of initial orders, notices of violation and nronosed

imnosition of civil nenalties, as described in R313-17-5(1) and (2). may be
contested by filina a written Recuest for Acency Action with the Board and
submitted tor
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* Eggcutive Secretarv. Utah Radiation Control Board
Division of Rad' : ion Control
169 North 1950 est
PO Box 14j332
Salt Lake Citv. Utah 84114-4850.
(b) Anv such reauest is coverned bv and shall comolv with the recuirements

of Section 63-46b-3(3) and shall be received for filina within 30 davs of the
issuance of the Executive Secretarv's order or notice of violation.

.

(c)(i) All initial grders or notices cf violation are effective unen
issuance and shall become final if not contested within 30 davs after the date
ipsued.

lii) Issuance of such orders or notices of violation means the time a
givned order is mailed by certified mail to the recinient's most current address
an_gsnd delivered to the recinient.

(iii) It de_ivery bv certified mail is refused. the issued order or notice
* .11 be sent by recular first class mail.

(d) Failure to timelv contest an initial order or notice of violation
,aives any richt of administrative contest. reconsideration. review or iudicial

AED. CAL.
(3) RESPONSE TO REOUEST FOR AGENCY ACTION
In accordance with Section 63-46b-3(3)(d) and (e), notice of tb- 2 and

niace for a hearina shall be nrovided in the resnonse to a recuest tot acency

action. or shall be nrovided oromotiv after the hearina is scheduled.
(4) PRE-HEARING RECORD
The Executive Secretarv shall cornile an administrative record orier to a

scheduled hearina and cive any carty the cocortunity to sunnlement the record.

The cre-hearina record shall also consist of nieadinas or other documents filed
nrior to the hearina.

R313-17-7. Parties and Interyantion.
(1) DETERMINATION OF A PARTY.
The followina nersons are Parties to a formal 'roceedina coverned by these

rules
(a) The nerson to whom an initial order or notice of violation is

d'rected. such as a norson who submitted a license annlication that was accroved
or disannroved bv order of the Executive Sacretary:

(b) The Executive Secretary of the Radiation Control Board: and

(c) All nersons whose leaal richts or interests are substantially affected

bv the oroceedina. who have standina to narticinate in the croceedina. and to
whom the Board has aranted intervention under R313-17-7(2)

(2) INTERVENTION
A netition for intervention may be file bv r netitioner to commence an

adindicative croceedina in accordance with R313-17-6(2) or to intervene after a
notice of acency action or reauest for acency action has been filed. A
cetitioner for intervention shall meet the follcNina recuirements:

(a)(i) The reauest for acency action is jmelv filed in accordance with
R313-17-6(2): or

(11) The Petition to Intervene in a mroceedina commenced by a narty other

than ti.e Petitioner for Intervention is filed with the Board. with a conv to all
narties. within 20 davs from the date of the Notice of Acency Action er Recuest
for Acency Action.

(b) The Petition to Intervene
(i) Identifies the nroceedines in which intervention is soucht:
(ii) Contains a statement of facts demonstratina that the retitioner's

leaal riahts or interegis are substantially affected by the formal adiudicative
croceedina and the netitioner cualifies as an Intervener under Section 63-46b-9:
And

1,11) Includes a statement of relief soucht from the Board. includina the
basis thereof_

(c) Unless modified by the Presidina Officer. any narty may rescend to a

Petition for Intervention durina the neriod allowed for resnonsive cleadinas
under Section 63-46b-6. The chair of the Radiation Control Board may act as

Elesidina Officer for curnoses of this caracranh.
(d) Intervention may only be cranted by order of the Board to a neti*ioner

who meets the recuirements of R313-17-7(2)(a) and (b)

|
1

_ _ _ _ _ _ _ _ _ _ _ _ _ _



e
.

*e

*

* 13) DESIGNATION OF PARTIES
Unless otherwise desianed by the Hearina Officert
JA) The nerson filina a Recuest for Acency htien shall be the Petitioner

gDd the Executive Secretarv shall be the Resnondent.
(b) In a nroceediria recuested bv a Petitioner for Intervention. the nerson

cranted Intervenor status shall he the Petitioner. The Executive Secretarv and
the nerson to whom the challenced order or notice is directed shall be the
Resnondents.

(4) AMICUS CURIAE (Friend of the Court)
Eersons may be germitted bv the Presidina Officerts) to en, m annearance

as Amicus Curiae (Friend of the Court). subiect to conditions established by the
Presidina Officerisi.

an3 - 17 - 8 . con het of Proceedings,
(1) ROLE OF BOARD
fa) The Board is the "aaency head" as that term is used in Section 63-46b.

The Board is also the "nresidina officer." as that term is used in Section 63-
46b. excentt

(i) The Chair of the Board shall be considered the Presidina Officer to
the extent that these rules allow; and

(ii) The Board mcv by order rij oint one or more Presidina Officers to
nreside over all of a Dortion of the y cceedinas.

(b) The Chair of the Board Mav deleaate his or her authority as snecified
in this Rule to another Board member.

(2) APPOINTED PRESIDING OFFICERS
Unless otherwise exnlicitiv nrovided in an ordar of annointment. any

annointment of a Presidino Officer shall be for the nurnose of conductina all
asnects of an adiudicative nroceedina, excent orant of interventica. stavs of

orders and issuance of the final order. An used in these rules. the term
Presidina Officer shall mean Presidina Officers if more than one Presidina
Officer is annoint?d by the Boari

(3) PRE-HEARING CONFERENCES
The Presidina offic;er mav direct the Parties to annear at a snecified time

and nlace for ore-hearina conferences for the nurnoses of clarifvina the issues.
simolifvina the evidence. facilitatina discoverv. exceditina nroceedinas. or
encouraaina sett1sment.

(4) BRIEFS
(a) Unless otherwise directed bv the Presidina Officer. narties to the

croceedina may submit a ore-hearina brief at least five business davs before the

hearina. Post-hearina briefs will be allowed only as authorized by the Presidina

Officer.
(b) Resnonse briefs may not be filed unless nermitted by the Presidina

Officer.
(5) SCHEDULES
(a) The Presidino Officer shall establish schedules for discoverv and

other ore-hearina croceedinas. for the hearina. and for any nost-hearina

nroceedinas.
(b) The carties are encouraced to orecare a icint oronosed schedule. If

the narries cannot acree on a icint oronosed schedule. the Presidina Officer may
consider nronosals bv any narty.

(6) EXTENSIONS OF TIME
Excent as otherwise nrovided by statute. the Presidina Officer may annrove

extensions of time limits established bv this rule. and may extend time limits

adented in schedules established urder R313-ll-8(5). The Presidina Officer may

also nostoone hearinas. The Chair of the Board rav act as Presidina Officer for
nurnoses of this naracranh.

(7) MOTIONS
All motions shall be filed a minimum of 12 davs before a scheduled hearina,

unless otherwice directed by the Presidina Officer. A memorandum in onnosition
to a motion may be filed within ten davs of the filina of the motion, or at least
one dav before any scheduled hearina. whichever is earlier. Memoranda in surrort
of or in onnosition to motions may not exceed 15 naces unless otherwise nrovioed
by the Presidina Officer.

(8) FILING AND COPIES OF SUBMISSIONS
The cricinal of any motion. brief. netition for intervention. or other
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gbmission shall be filed wi,t h ' t he Executive Secretarv. In addition. the*

gghmitter shall orovide a conv to each Presidina Officer and to A D arties or
their counsel of record.

~

jlQ13-17-9. Maarinces .
(1) CONDUCT OF-1: EARING
The Presidina Officer shall covern the conduct of a hearina. and may

establish reasonable limits on the lenath of witness tectimony. cross-
j examination. oral arauments or onanina and closina statements.

f2i ORDER OF PRESENTATION,

Unless otherwise directed bv the Presidina Officer, the Executive Secretarv
shall oresent its case first. followed by the Petitioner and any other cartv.
then the Executive Secretarv. and other narties if annronriate, shall have the
opportunity for_tebuttal.

|

f E)13-17-10. Orders.
4 (1) PROPOSED ORDERS BY PARTIES

Unless otherwise directed by the Presidina Office.. each nartv mav orovidet

oronosed orders for the Presidina Officer within ten dava of the conclusion of
the hearina.'

f21 DRAFT _ ORDERS OF APPOINTED PRESIDING OFFICERS
fal The annointed Officer nresidina over the adiudicative nroceedina shall

orenare a recommended order. nrovide a conv of the order to the Board and mail
a conv of the order to all narties or their counsel of record.

Ib!- The Board shall review the recommendee 3rder and hearina recc i
fel The Board may cive each narty the onnertunity to make a nresentation

to the Board snecific to the reenmmended order.
fdl After deliberatien. the Board shall determine whether to accent.

' reiect or modifv the recommended order. The Board may remand nart or all of the
; matter to the Presidina Officer for further oroceedinas.

fe) 'The Board mav modify _this nrocedure with notice to all narties.
f31 FINAL ORDERS
The Board shall issue a final ordor which shall include the information

recuired by Sections 63-46b-10 or 63-46b-Sf11(il,;

R313-17-11. Stava of Orda m .,

# f11 STAY OF ORDERS PENDING ADMINISTRATIVE ADJUDICATION
fa) A nurtv seekina a stav of a challenced order durina an adiudicative,

nroceedina shall file a motion with the Board. If aranted. a stav would susnendi

the challenced Order for the neriod as directed by the Board.,

Ib) The Board may order a stav of the Order that is the subiect of the.

formal adiodicative nroceedina if the narty seekina the Stav demonstrates the
followinar

(1) The narty seekina the Stav will suffer irrenarable hem unless the
stav issues;,

'

f11) The thrtatened iniurv to the cartv seekina the Stav outweichs
whatever damsoe the nronoseimuy is likelv to cause the narty restrained or
enioined;

filii The Stav. if issued. would not be adverse to the nublic interest;,

And
fiv) There is substantial likelihood that the narty seekina the Stav will

nrevail on the merits of the under1vina claim. or the case cresents serious
! issues en the merits which should be the subiect of further adiudication.

I2) STAY OF THE ORDER PENDING JUDICIAL REVIEW
. fa) A narty'seekina a stav of the Board's final orrie r durina iudicial
I review shall' file a motion with the Board.

(b) The Board as Presidina Officer may arant a stav of its arder durina
the nendency of iudicial review if the standards of R317-17-11(1)(b) are met.

R313-17-12. Reconsideration.
No acency review under section 63-46b-12 is available. A narty may reauest

reconsideration of an order of the Presidina Officer as nrovided in Section 63-
46b-13.

R313-17-13. Discrualificatipn of Presidina Of ficer(s) .

- . , , . .
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(1) DISOUALIFICATION OF PRESIDIf10 OFFICER
h) A member of the Board or other Presidina Officer shall d''aualifv

himself or herself from nerformina the functions of the Presidina OffiggI,
recardina any matter in which he or she. or his or her snouse. or a nernon within

de third decree of relationshin to either of them. or the snouse of such cersoni
(i) Is a cartv to the nroceedina. or an officer. director. or trustee of

a nartv1
,Lii) Has acted as an attornev in the croceedina or served as an attornev

~

for. or otherwise renrenented a cartv concernina the matter in controversv:
(iii) Enows that he or she has an financial interest. either individually

or as a fiduciarv. in the subiect matter in controversy or in a carty to the
nroceedina:

liv) Ynown that he or she has any other interent that could be
gubstantially affected by the outcome of the croceedinar or

(v) Is likelv to be a material witness in the croceedina.
(b) A membgr of the Board or other Presidina Officer is also rubiect to

dinaualification under Drinciples of due nrocess and adminirtrative law.
(2) MOTlO11S FOR DISOUALIFICATION
A motion for dinoualification shall be made first to the Presidina Officer.

If the Presidina Of ficer is annointed. anv determinatien of the Presidina Officer
unen a motion for dinoualification may be annealed to the Board.

R313-1*L-lb__ OthgLZsuns of Addrash
Hothina in these rules shall Drevent any nerson from reauestina an

onno r t ur'i ty to address the Ecard as a member of the nublic. ra t tu;'I than as a
nartv. An onnertunity to address the Board shall be aranted at the discretion
of the Board. However, addressinc the Board in this manner does not constitute;
a reauest for acencv action under R313-17-t.

g}13-17-15. Reguarts for Resgrds,
Reauests for records under the Utah Goverreent Record Access and Manaaement

Act. Title 63. Chanter 2. Utah Code Ann. are not aoverned by R313. See R305-1.

KEYLA4tnini s t rative _ orgnadure s , oublic comment, oublic hearinas, onier.g
1121 19-3-103 5

19-3-104

. _ - _ _ . _ _____ - ______ - - -



Ef{ee % J % IQ \M 7*
.

*.

!

.

* R313. Environmental Quality, Radiation Control.
R313-21. General Licenses.
R313-21-1. Purpose and scope.

(1) R313-21 establishes general licanses for the possession and use of
radioactive material contained in certain items and a general license for
ownership of radioactive material.

(2) The rules set forth herein are adopted pursuant to the provisions of
Sections 19-3-104(3)and 19-3-104(6).

R313-21-21. General Licenses--Source Material.
(1) 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 more than a
total of 150 pounds (68.2 kg) of source material in any one calendar year.

(2) Persons who receive, possess, use, or transfer source material
pursuant to the general license issued in R313-21-21(1) are exempt from the
provisions of R313-15 and R313-18, to the extent that such receipt, post.:ssion,
use or transfer is within the terms of the general license; provided, however,
that this exemption shall not be deemed to apply to a persor. who is also in
possession of source material under a specific license issued pursuant to R313-
22.

(3) Persons who receive, possess, use, or transfer source material
pursuant to the general license in R313-21-21(1) are prohibited from
adminirtering source material, or the radiation therefrom, either exteri. ally or
internally, to human beings except as may be authorized by the Executive
Secretary in a specific license.

(4) A general license is hereby issued authorizing the receipt of title
to source material without regard to quantity. This general license does not
authorize a person to receive, possess, use, or transfer source material.

(5) Depleted uranium in industrial products and devices.
(a) A general license is heret - ' nsued to receive, acquire, possess, use,

or transfer, in accordance with the p1 lions of R313-21-21(5) (b) , (c), (d), and
(e), depleted uranium contained in inc . rial products or devices for the purpose
of providing a concentrated mass in a 3 mall volume e f the product or device.

(b) The general license in R3AJ-21-21(5)(a) applies only to industrial
products or devices which have been manuf actured either in accordance with a
:pecific license issued to the manuf acturer of the products or devices pursuant
to R313-22-75(12) or . .t accordance with a specific license issued to the
manufacturer by a Licensing State, the Nuclear Regulatory Commission or an
Agreement State which authorizes manuf acture of the products or devices for
distribution to persons generally licensed by the Nuclear Regulatory Commission
or an Agreement State.

(c) (i) Persons who receive, acquire, possess, or use depleted uranium
pursuant to the general license established by R313-21-21(5) (a) shall file form
DRC-12 " Registration Form-Use of Depleted Uranium Under General License," with
the Executive Secretary. The form shall be submitted within 30 days after the
first receipt or acquisition of depleted uranium. The registrant shall furnish
on form DRC-12 the following information and other information as may be required
by that form:

(A) name and add ess of the registrant;
(B) a statement that the registrant nas developed and will maintain

procedures designed to establish physical control over the depleted uranium
described in R313-21-21(5) (a) 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 or title, address, and telephone number of the individual duly
authorized to act for and on behalf of the registrant in supervising the
procedures identified in R313-21-21(5) (c) (1) (B) .

'

(ii) The registrant possessing or using depleted uranium under the general
'

license established by R313-21-21(5) (a) shall report in writing to the Executive
Secretary any changes in information previously furnished on the ' Registration

--- -- - _ - _ - --- --- _ -- _ - - _ _
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- Form --Use of Depleted Uranium Under General hicense.' The report shall be |

|
submitted within 30 days after the effective date of the changs.

: (d)- A person who receives, acquires, possesses, or uses depleted uranium
1 pursuant to the general license established by R313-21-21(5)(a):

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

uranium;
8 (ii) shall not abandon depleted uranium;

(iii) shall transfer or dispose of depleted uranium only by transfer in
i accordt.nce with the provisions of R313-19-41. In the case where the transferee

receives the depleted uranium pursuant to the general license established by j
', R313-21-21(5)(a), the transferor shall furnish the transferee a copy of this rule i

and a copy of f o rm DRC-12. In the case where the transferee receives the i'

depleted uranium pursuant to a general license contained in the Nuclear |

Regulatory Commission's or Agreement State's regulation equivalent to R313-21- |

; 21 (5 ) (a) , the transferor shall furnish the transferee a copy of this rule and a i

copy of form DRC-12 accompanied by a note explaining that use of the product or4

device is regulated by the Nuclear Regulatory Commission or Agreement State under
requirements substantially the same as those in this rule;

(iv) within 30 days of any transfer, shall report in writing to the
. Executive Secretary the name and address of the person receiving the depleted1

uranium pursuant to the transfer;'

(v) shall not export depleted uranium except in accordance with a license
; issued by the Nuclear Regulatory Commission pursuant to 10 CFR Part 110; and i

4 (vil shall nav annual fees nursuant to R313-70. I

(e) Any person receiving, acquiring, possessing, using, or transferring !
depleted uranium pursuant to the general license established by R313-21-21(5)(a) ;

is exempt from the requirements of R313-15 and R313-18 of these rules with ,
-

'

respect to the depleted uranium covered by that general license.

R313-21-22. General Licenses *--Radioactive Material Other Than Source Material.'

NOTE: *Different general licenses are issued in this section, each of i

'

which has its own specific conditions and requirementa.
i f1) Certain devices and equipment. A general license is hereby issued to

transfer, receive, acquire, own, possess, and use radioactive material
incorporated in the following devices or equipment which hau been manuf actured,
tested and labeled by the manufacturer in accordance with the specific license,

2

issued to the manuf acturer by the Nuclear Regulatory Commission for use pursuant
to 10 CFR 31.3. This general license is subject to the provisions of R313-12-51
through R313-12-70, R313-15, R313-18 and R313-19 of these rules.

(a) Static Elimination Devices. Devices designed for use as static
| eliminators which contain, as a sealed source or sources, radioactive materini

consisting of a total of not more than 500 microcuries (18.5 MBq) of polonium-210
per device,

(b) Ion Generating Tube. Devices designed for ionization of air which
,

e

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.
(2) RESERVED.
(3) RESERVED.
(4) Certain measuring, gauging or controlling devices.4

(a) A general license is hereby issued to commercial and industrial firms
and research, educational and medical institutions, individucia in the conduct
of their business, and state or local government agencies to own, acquire,
receive, possess, use or transfer, in accordance with the provisions o' R313-21-
22(4) (b), (c) and (d), radioactive material excluding special nucleu material,
contained in devices designed and manufactured for the purpose ot detecting,

. - measuring, gauging or controlling, thickness, density, level, interface locatica,
radiation, leakage, or qualitative or quantitative chemical composition, or for
producing light or an ionized atmosphere.,

(b) The general license in R313-21-22 (4) (a) applies only to radioactive
material contained in devices which have been manufactured and labeled in

1

,-m,-ee m - r re- - . - - - - - , - - , , - - , - - .- ----e <--_-______-r. - - - - - - - _ - - - - - - - . _ - - - - - - -
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accordance with the specifications contained in a specific license issued by the*

Executive Secretary pursuant to R313-22-75 (4) or in accordance with specific
license issued by the Nuclear Regulatory Commission, an Agreement State or a
Licensing State, which authorizes distribution of devices to persons generally
licensed by the Nuclear Regulatory Commission, an Agreement State or Licensing
State.*

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

(c) Any person who owns, acquires, receives, possesses, uses or transfers
radioactive material in a device pursuant to the general license in R313-21-
22(4)(a):

(i) shall register all devices by submitting form DRC-13, * Registration
Form - Radioactive Material in Certain Measuring, Gauging or Controlling Dev!ces
Under General License, * to the Executive Secretary within 30 days af ter the first
receipt or acquisition of a device, however:

(A) devices containing (-less]no Ere than ten millicuries of polonium-210
and used for producing an ionized atmosphere need not be registered; and

(B) devices centaining hydrogen-3 (tritium) and used for producing light
need not be registered;

(ii) shall furnish on form DRC-13 the following information and other
information sa may be required by that forms

(A) name and address of the registrant;
(B) a statement that the registrant has developed and will maintain

procedures designed to establish physical control over the devico described in
R313-21-22(4)(a) and designed to prevent transfer of the device other than to a
specific licensee authorized to receive it or to another general licensees only
as authorized by R313-21-22(4)(c)(xii); and

(C) name or title, address, and telephone number of the individual duly
authorized to act for and on behalf of the registrant in supervising and
maintaining the procedures identified in R313-21-22(4) (c) (ii) (B);

(iii) shall report in writing to the Executive Secretary any changes in
information previously furnished on form DRC-13. The information shall be
submitted within 30 days after the offective date of a changes

(iv) other than those persons using less than ten millic w polonium-210
or hydrogen-3 (tritium) for producing light or an ioniza' tere, shall
submit the appropriate fee as required by R313-70-7 (11) wi- .ys af ter the
first receipt or ecquisition of the device.

(v) shall assure that all labels affixed to the oevice oc 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 the labels;

(vi) 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 other intervals as are specified in the
label, however

(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 or gamma emitting material or 10 microcuries (0.37 MBq) of
alpha emitting materisl and devices held in storage in the original shipping
container prior to initial installation need not be tested;

(vii) shall assure that the tests required by R313-21-22(4)(c)(vi) and
other testing, installation, servicing, and removal from installation involving
the radiocctive materials, its shielding or containment, are performed:

(A) in accordance with the instructions provided by the labels; or
(S) by a person holding a specific license from the Executive Secretary,

a Licensing State, the Nuclear Regelatory Commission or an Agreement State which
authorizes the activities in R313-21-22 (4) (c) (vii);

(viii) shall maintain records showing compliance with the requirements of
R313 -21-22 ( 4 ) (c) (vi) and (vii). The records shall show the results of tests.

~ The records also shall show the dates of performance and the names of persons
performing, testing, installing, servicing, and removal from installation
concerning the radioactive material, its shielding or containment. Records of
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tests for leakage of radioactive material rcquired by R313-21-22 (4) (c) (vi) shall
be maintained for (one)three yearn af ter the next required leak test is performed
or the sealed source is transf erred or disposed of. Records of tests of the on-
of f mechanism and indicator required by R313-21-22(4) (c) (vil shall be maintained
for three years after the next required test of the on-off mechanism and
indicat or is performed or until the scaled source is transferred or disposed of.
Records which are required by R313-21-22 (4) (c) (vii) shall be maintained for a
period of two years from the date of the recorded event or until the device is
transferred or dieposed of;

(ix) upon the occurrence of a f ailure of or damage to, or any indication
of a possible f ailure of or damage to, the shielding of the radioactive material
or the on-of f 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 a specific license from the Executive Secretary, a Licensing
State, the Nuclear Regulatory Commission, or an Agreement State to repair the
devices, or disposed of by transfer to a person authorized by a specific license
to receive the radioactive . material contained in the device and, within 30 days,
furnish to the Executive Secretary a report containing a brief description of the
event and the remedial action takens

(x) shall not abandon any device containing radicactive materials
(xi) except as provided in R313-21-22(4)(c)(xii), shall transfer or

dispose of the device containing radioactive material only by transfer to a
person holding a specific license of the Executive Secretary, the Nuclear
Regulatory Commission, an Agreement State, or a Licensing State whose specific
license authorizen the person to receive the device and within 30 days after
transfer of a device to a specific licensee shall furnish to the Executive
Secretary a repor t containing identification of the device by manuf acturer's name
and model number and the name and address of the person receiving the device.
No report is required if the device is trannferred to the specific licensee in
order to obtain a replacement device;

(xii) shall transfer the device to another general licensee only:
(A) where the device renains in use at a particular location. In this
the transferor shall give the transferee a copy of R313-21-22(4) and anycase,

safety documents identified in the label of the device and within 30 days of the
transfer, report to the Executive Secretary the manufacturer's nome and model
number of device transferred, the name and address of the transferee, and the
name or position of an individual who may constitute a point of contact between
the Executive Secretary and the transferee; or

(B) where the device is held in storage in the original shipping container
at its intended location of use prior to initial use by a general licensee;

(xiii) shall comply with the provisions of R313-15-1201 and R313-15-1202
for reporting radiation incidents, thef t or loss of licensed material, but shall
be exempt from the other requirements of R313-15 and R313-18; and

(xiv) shall pay annual fees pursuant to R313-70.
(d) The general license in R313-21-22(4)(a) does not authorize the

manufactureof devices containing radioactive material.
(e) The general license provided in R313-21-22(4)(a) is subject to the

provisions of R313-12-51 through R313-12-53, R313-12-70, R313-14, R313-19-34,
R313 19-41, R313-19-61, and R313-19-100.

(5) Luminous safety devices for aircraft.
(a) A general license is hereby issued to own, receive, acquire, possess

Iand use tritium or promethium-147 contained in luminous safety devices for use
in aircraft, provided:

(i) each device contains not more than 10 curies (370.0 GBq) of tritium
or 3C0 millicuries (11.1 GBq) of promethium-147; and

(ii) each device has been manufactured, assembled or imported in
accordance with a specific licones issued by the Nuclear Regulatory Commission,
or each device has been manufacered or assembled in accordance with tha

_ specifications contained in a specific 'icense issued by the Executive Secretary
or an Agrooment State to the manufacturer or assembler of the device pursuant to
licensing requirements equivalent to those in 10 CFR 32.53.

(b) Persons who own, receive, acquire, possess or use luminous safety
devices pursuant to the general license in R313-21-22 (5' are exempt from the

I

.
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requirements of R313-15 and R313-18, except that they shall comply with the*

provisions of R313-15-1201 and R313-15-1202.
(c) This general license does not authorize the manufacture, assembly, or

repair of luminous safety devices cont aining tritium or promethium-147.
(d) This general license does not authorize the ownership, receipt,

acquiuition, posseusion or me of prometnium-147 contained in instrument dials.
(e) This general 1;;ense is subject to the provisions of R313-12-51

through R313-12-70, R313-14, R313-19-34, R313-19-41, R313-19-61, and R313-19-100.
(6) Ownership of radioactive material. A general license is hereby issued

to own radioactive material without regard to quantity. Notwithstanding any
other provisions of R313-21, this general license does not authorize the
manufacture, production, transfer, receipt, possession or use of radioactive
material.

(7) Calibration and reference sources.
(a) A general license is hereby issued to those persons listed below to

own, receive, acquire, possess, use and transfer, in accordance with the
provisions of R313-21-22(7) (d) and (e), americium-241 in the form of calibration
or reference sources

(i) any person who holds a specific license issued by the Executive
Secretary which authorizes that person to receive, possess, use and transfer
radioactive material; and

(ii) ny person who holds a specific license issued by the Nuclear
Regulatory Commission which authorizes that person to receive, possess, use and
transfer special nuclear material.

(b) A general license is hereby issued to own, receive, possess, use and
transfer plutonium in the form of calibration or reference sources in accordance
with the provisions of R313-21-22 (7) (d) and (e) to a person who holds a specific
license issued by the Executive Secretary which authorizes that person to
receive, possess, use and transfer radioactive material.

(c) A general license is hereby issued to own, receive, possess, use and
transfer radium-226 in the form of calibration or reference sources in accordance
with the provisions of R313-21-22(7)(d) and (e) to a persen who holds a specific-

license issued by the Executive Secretary which authorizes that person to
receive, possess, use and transfer radioactive material.

(d) The general licenses in R313-21-22 (7) (a), (b) and (c) apply only to
calibration or reference sources which have been manuf actured in accordance with,

the specifications contained in a specific license issued to the manuf acturer or
importer of the sources by the Nuclear Regulatory Commission pursuant to 10 CFR
32.57 or 10 CFR 70.39 or which have been manufactured in accordance with the
specifications contained in a specific license issued to the manuf acturer by the
Executive Secretary, a Licensing State, or an Agreement State pursuant to
licensing requirements equivalent to those cor.tained in 10 CFR 32.57 3r 10 CFR
70.39.

(e) The general licenses provided in R313-21-22 (7 ) (a) , (b), and (c) are
s bject to the p ovisions of R313-12-51 through R313-3 ?-53, R313-12-70, R313-14,
R313-19-34, R313-19-41, R313-19-61, R313-19-100, 9t13-15 and R313-18. In
addition, persons who own, receive, acquire, possei ce or transfer one or more
calibrat!7n or reference sources pursuant to these 3:neral licenses:

(i) shall not possess at any one time, at any one location of storage or
use, more than 5 microcuries (185.0 kBq) of americium-241, 5 microcuries (185.0
kBq) of plutonium, or 5 microcuries (185.0 kBq) of radium-226 in a source;

(ii) shall not receive, possess, use or transfer a source unless the
source, or the storane container, bears a label which includes one of the
following statements sr a substantially similar statement which contains the
information called for in one of thn following statements, as appropriate:

(A) The receipt, possession, use and transfer of this source, Model No.
. . . . . . . . . . . . . . . Serial No . . . . . . . . . . . . . . . . . are subj ect to a general license and

the regulations of the United States Nuclear Regulatory Commission or of a state
wit.h 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)*

DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.
.....................................................
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Typed or printed-name of-the manufacturer or importer
NOTE: *Show the name of the appropriate material.
-(B) The receipt, possession _use and transfer of this source, - Model

No. . . . . . . . . . . . . . . . , Serial No. . . . . . . . . . . . . . . . ,L are subject to a general license
and the regulations of a Licensing State. Do not remove.this>1abel.

CAUTION - RADIOACTIVE MATERIAL-
THIS SOURCE CONTAINS RADIUM-226
DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.
.....................................................
Typed or printed name of the manufacturer or importer
(iii) shall not transfer, abandon, or dispose of a source except by

transfer to a person authorized by a license from the Executive Secretary, a
Licensing State, the Nuclear Regulatory Commission, or an Agreement State to
receive the source;

(iv) shall store a source, except when the source is being used, in a
closed container adequately designed and constructed to contain americium-241,
plutonium, or rstdium-226 which might otherwise escape during storages and

(v)- shall not use a source for any purpose other than the calibration of
radiation detectors or the standardization of other sources.

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

(8) RESERVED.
(9) General license for use of radioactive material for certain in vitro

clinical or laboratory testing.*
NOTE: *The New Drug provisions of the Federal Food, Drug and Cosmetic Act

also govern the availability and use of any specific diagnostic drug in
interstate commerce.

(a) A general license is hereby issued to any physician, veterinarian,
clinical laboratory or hospital to receive, acquire, possess, transfer or use,
for the following stated tests, in accordance with the provisions of R313-21-
22(9) (b), (c), (d), (e), and (f) 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:

~(i) iodine-125, in units not exceeding 10 mic:ocuries (370,0 kBq) each;
(ii) iodine-131, in units not axceeding 10 mic: curies (370,0 kBq) each;
(iii) carbon-14, in units not exceeding 10 microcuries (370.0 kBq) eachi
(iv) -hydrogen-3 (tritium), in units not exceeding 50 n.icrocuries (1.85

P -' each;
(v) iron-59, in units not exceeding 20 microcuries (740.0 kBq) each;
(vi) cobalt-57, in units not exceeding 10 microcuries (370.0 kBq) each;
(vii) selenium-75, in units not-to exceed 10 microcuries (370.0 kBq) each;

or
(viii) mock iodine-125, reference or calibration sources, in units not

c seding 0.05 microcurie (1.85 kBq) of iodine-129 and 0.005 microcurie (185.0-
Bq) of americium-241 each.

(b) A person shall not receive, acquire, possess. use or transfer
radioactive material pursuant to the- general license established by Ril3-21-
22(9)(a) until that person has filed form DRC-07, " Registration Form-In Vitro
Testing with Radioactive Material Under General License," with the Executive
-Secretary-and received a Certificate of Registration signed by the Executiva
Secretary,-or until that person has been authorized pursuant to R313-32 to use
radioactive material under the general license in R313-21-22 (9) . The physician,
veterinarian, clinical laboratory or hospital shall furnish on form DRC-07 the
follow ng information and other information as may be required by that form:

u ' .name and address of the physician, veterinarian, clinical laboratory-

-or hospitai,
-(ii) the location of use; and
(iii)- a statement-that the physician, veterinarian, clinical laboratory

. .or hospital has - appropriate radi,ation measuring instrumencs to carry out in
vitro clinical or laboratory tests with radioactive material as authorized under
the general license in R313-21-22(9)(a) and that the tests will be performed only
- by personnel competent in the use of radiation measuring in truments and in the
handling of the radioactive material.
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* (c) A person who receives, acquires, possesses or uses radioactive
material pursuant to the general license established by R313-21-22 (9) (a) shall
comply with the following:

(i) The general licensee shall not possess at any one time, pursuant to
the general license in R313-21-22(9)(a) at any one location of storage o use,
a total amount of iodine-125, iodine-131, selenium-75, iron-59 and cobalt-57,
or any combination, in excess of 200 microcuries (7.4 MBq).

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

(iii) The general licensee shall use the radioactive material only for the
uses authorized by R313-21-22(9)(a).

(iv) 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
Executive Secretary, the Nuclear Regulatory Commission, an Agreement State or
Licensing State, nor transfer the radioactive material in a manner other than
in the unopened, labeled shipping container as received from the supplier.

(v) The general licensee shall dispose of the Mock Iodine-125 reference
or calibration sources described in R313-21-22 (9) (a) (viii) as reqdired by R313-
15-1001.

(vi) The general licensee shall pay annual fees pursuant to R313-70.
(d) The general licensee shall not receive, acquire, possess, or use

radioactive material pursuant to R313-21-22(9)(a):
(i) Except as prepackaged units which are labeled in accordance with the

provision of an applicable specific license issued pursuant to R313-22-75(8) or
in accordance with the provisions of a specific license issued by the Nuclear
Regulatory Commission, an Agreement State or Licensing State which authorizes the
manufacture and distribution of iodine-125, iodine-131, carbon-14, hydrogen-
3(tritium), iron-59, selenium-75, cobalt-57, or Mock Iodine-125 to persons
generally licensed under R313-21-22(9) or its equivalent, and

(ii) 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 prepackaged units or
appears in a leaflet or brochure which accompanies the packager

"This radioactive material shall be received, acquired, possessed and usu *
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 subfect 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
for the exercise of regulatory authority.

.........................

Name of Manufacturer *
"This radioactive material shall be received, acquired, possesseid 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"
(e) The physician, veterinarian, clinical laboratory or hospital

possessing or using radioactive material under the general license in R313-21-
22(9)(a) shall report in writing to the Executive Secretary, changes in the
information previously furnished in the " Registration Form-In Vitro Testing with
Radioactive Material Under General Lice.se", form DRC -07. The report shall be
furnished within 30 days after the effective date of a change.

(f) Any person using radioactive material pursuant to the general license
of R313-21-22 (9) (a) is exempt from the requirements of R313-15 and R313-18 with
respect to radioactive material covered by that general license, except that

~ persons using the Mock Iodine-125 described in R313-21-22(9)(a)(viii) shall
comply with the provisions of R313-15-1001, R313-15-1201 and R313-15-1202.

(10) Ice Detection Devices.

|
1
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(a) 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 no more than 50 microcuries (1.85 MBq) of strontium-90 and each
device has been manufactured or imported in accordance with a specific license i

issued by the Nuclear Regulatory Commission or each device has been manufactured
in accordance with the specifications contained in a specific license issued by
the Executive Secretary or an Agreement State to the manuf acturer of the device
pursuant to licensing requirements equivalent to those in 10 CFR 32.61. 1

(b) Persons who own, receive, acquire, possess, use or transfer strontium- i

90 contained in ice detection devices pursuant to the general license in R313-21-
22(10)(a):(i) shall, upon occurrence of visually observable damage, such as a bend
or crack or discoloration from over-heating to the device, discontinue use of the
device until it has been inspected, tested for leakage and repaired by a person
holding a specific license from the Nuclear Regulatory Commission or an Agreement
State to manuf acture or service the devices or shall dispose of the device
pursuant to the provisions of these rules;

(ii) 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
naintained thereon; and

(iii) are exempt from the requirements of R313-15 and R313-18 of these
rules except that the persons shall comply with the provisions of R313-15-1001,

. R313-15-1201 and R313-15-1202.
(c) This general license does not authorize the manufacture, assembly,

disassembly or repair of strontium-90 in ice detection devices.
(d) This general license is subject to the provision of R313-12-51 through

R313-12-53, R313-12-70, R313-14, R313-19-34, R313-19-41, R313-19-61, and R313-19-
100 of these rules.

KEY: radioactive material, noneral licenses, source material [11;---i;;;)
g__.-___.. . .^"J132 19-3-104
Notice of Continuation 1994
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R313. anvironmental quality, Radiation Control..

' R313-31. General Licenses.
R313-31-1. Purpose and scope.

(1) R313-21 establishes general licenses for the possession and use of
radioactive snaterial contained in certain ite:ns and a general license for
ownership of radioactive material.

(2) The rules set forth herein are adopted pursuant to the provisions of
sections 19-3-104(}),,and19-3-104(6).
ERY: radioactive material, licensing
1997 19-3-104Ipottee of Continuation 1994
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R313. Environmental Quality, Radiation Control. '=

R313-21. General Licenses.
R313-21-1. Purpose and scope.

.[.H (Thi; ch;pter)R313-21 establishes peneral licenses for the possession
and use of radioactive material contained in certain items and a general license
for ownership of radioactive material. (Ch;ptcr n313 1^ ci;; contain; provi;ica;
appH c;ble to the subjcct matter :: this ch;ptcr.)

Hj. The rules set forth herein are adooted oursuant to the orovisions of
,

Sections 19-3-104(3)and 19-3-104(6).

R313-21-21. General Licenses--source Material.
[ '1) A gcacr:1 liccn;c is 'crchy is;ucd cuthoricing ucc, pc;;;;; ion, ;nd
tran;fer of not acrc than fif tcca pounds of sourc; material at any cac tiac by
pcracn; in th: fcilowing categoricc; c;;;c.c rcial and indu; trial firms, and
rcscarch, cducational, and acdical institutions, fcdcral, stat; and Iccal
govccr; cat agcacics for rc;carch, Scvcicp; cat, caucational, spcrational, or
cer;.crcial purpcec;, and provided, that ac such pcsson shall, pur;usnt to this
gencr:1 liecn c, r,_ccirc acrc than ; total of ca; hundred fif ty pounds of source
matcrial in any cac calender ycar.)

M,}. A ceneral license i_ s hereby issued authorizino commercial and
industrial firms, research, educational and medical institutions, and state and
local covernment aaencies to use and transfer not more than 15 counds (6.82 kc)
of source material at any one time for research_ develooment. educational.
! commercial. or coerational ourooses. A cerson authorized to use or transfer
source material. oursuant to this ceneral license. may not receive more than a
total of 150 counds (68.2 ko) of source material in any one calendar year.

(2) Persons who receive, possess, use, or transfer source material
pursuant to the general license issued in (sub;cction (1) cf thi; ;cction]R313-
21-21(1) are exempt from the provisions of R313-15 and R313-18, to the extent
that such receipt, possession, use or transfer is within the terms of [eveh]Mle
general license (t)1 [ PRO"IOCO)orovided, however, that this exemption shall not
be deemed to apply to (any such)g person who is also in possession of source
material under a specific license issued pursuant to R313-22.

DJ, Persons who receive, nossess, use, or transfer source material
nursuant to the ceneral license in R313-21-21(1) are orchibited from
administerina soure.e material, or the radiation theref rom, either externally or
internally, to human beinas excent as may be authorized by the Executive
Secretarv in a snecific license.

([4]A) A general license is hereby issued authorizing the receipt of
title to source material without regard to quantity. This general license does
not authorize a(ny) person to receive, possess, use, or transfer source material.

([4]1) Depleted uranium in industrial products and devices.
,

(a) A general license is hereby issued to receive, acquire, possess, use,
or transfer, in accordance with the provisions of (paragraphs )R313-21-

1 21 ( 5 ) (M)-) (b) , (c), (d), and (e) ( of thi; scctical, 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.,

(b) The general "ticense in (paragraph ] R313-21-21 (5) (M)-] (a) (cf thi;
sectica ] applies only to industrial products or devices which have been
manufactured either in accordance with a specific license issued to the
manufacturer of the products or devices pursuant to R313-22-75 ((H]H) or in
accordance with a specific license issued to the manufacturer by a Licensing
State, the Nuclear Regulatory Commission or an Agreement State which authorizes

,
manufacture of the products or devices for distribution to persons generally
licensed by the Nuclear Regulatory Commission or an Agreement State.

(c) (i) Persons who receive, acquire, possess, or use depleted uranium
pursuant to the general license established by (paragraph) R313-21-21(5) [-(-4+) (a)
(cf this Ccction--]shall file form (B)DRC-12 " Registration [Ccrtificatc) Form-Use
of Depleted Uranium Under General License," with the (Ourcau] Executive Secretarv.
The form shall be submitted within (thirty]lp_ days after the first receipt or
acquisition of (such--)depletec' uranium. The registrant shall furnish on form

_

4
- '[B]DRC-12 the following - informat-lon and (eech -]other information as may be

required by that form -
(A) name and address of the registrant;

. --
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(D) a statement that the registrant has developed and will maintain.

procedures designed to establish physical control over the depleted uranium
described in (peragraph-] R313-21-21 (5) (4t) (a) (ef-thie-section-l and designed to
prevent transf er of such depleted uranium in any form, including metal scrap, to
persons not authorized to receive the depleted uranium;.and

(C) name or title, address, and telephone nun'aer of the individual duly
cuthorized to act f< and on behalf of the registrant in supervising the
procedures identified an (4+em)E)_P-21 -21 Q),[Ht) (c) (i) (B) u(-of-this-eeebient)

(ii) (t)1he registrant possessing or using depleted uranium under the
general license established by (peregraph-]P313-21-21 (5) (6t) (a) (of-thie-eeetion
Ishall report in writing to the (Bureeu) Executive Secretary any changes in

_

information previously furnished on the ' Registration (Certificate) Form - Use of
Depleted Uranium Under General License.' The report shall be submitted within
(thirty)M days after the effective date of (euchlthe change (t].

(d) (eln person who receives, acquires, possesses, or uses depleted
uranium pursuant to the general license established by (paragraph)R313-21-
21 ( 5 ) (a ) ; (--MHet-ef thi , sectient)

(1) shall not introduce (eueh-) depleted uraniur, 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;

(ii) shall not abandon (such-) depleted uranium;
(iii) shall transfer or dispose of leuch--) deple t ed uranium only by

transfer in accordance with the provision _s., of R313-19-41. la the case where the
transferee receives the depleted uranium pursuant to the general license
established by ( poregroph) R 313 -21 -21 ( 5 ) ( a ) , ( ( ? ) (c) o f--tM s acction,) the
transferor shall furnish the transferee a copy of this rule and a copy of form
(D)DRC-12. In the case where the transferee receives the depleted uranium
pursuant to a general license contained in the Nuclear Regulatory Corenission's
or Agreement State's regulation equivalent to (pereg roph-HH a ) o f ---tMe
n*et-ion ) P 313 - 21 - 21 ( 5 ) ( a ) , the transferor shall furnish the transferee a copy of
this rule and a copy of form (B)DRC-12 accompanied by a note explaining that use
of the product or device is regulated by the Nuclear Regulatory Commission or
Agreement State under requirements substantially the same as those in this
rule [ -)

(+is) a hnH--maint a i n and-meke-ovei4eblc tc ttc Durccu upon-rcqucat-the
neme-and-eddress-o f - t he person . c cc is i ng - the-depleted-urenittm-pursuen t tc .ach
trons f ert)

(iv) within 30 davn of any transfer, -hall rerort in writina to the
Executive Secretary the name and address of ,oe norson receiving the depleted
uranium oursuant to the transfer;

(v) shall not export (eueh-) depleted uranium except in accordance with
a license issued by the Nuclear Regulatory Commission pursuant to 10 CFR Part
110; and

(vil shall pay annual fees pursuant to R313-70.
(e) Any person receiving, acquiring, possessing, using, or transferring

depicted uranium pursuant to the general license established by (paregraph-)R313-
21 - 21 ( 5 ) ( a ) ( HHet--of-t hic-eeet-ion ) is exempt from the requirements of R313-15
and R313-18 of these rules with respect to the depleted uranium covered by that
general license.

R313-21-22. General Licenses *--Radioactive Material Other Than Source Material.
NOTE: *Different general licenses are issued in this section, each of

which has its own specific conditions and requirements.
(1) Certain devices and equipment. A general license is hereby issued to

transfer, receive, acquire, own, possess, and use radioactive material
incorporated in the following devices or equipment which have been manufactured,
tested and labeled by the manufacturer in accordance with the specific license
issued to the manuf acturer by the Nuclear Regulatory Commission for use pursuant
to (eeet4en 31. 3 af-]l0 CFR (Peet-131.)_m This general license is subject to the
provisions of R313-12-51 through R313-12-[%)3, R313-15, R313-18 and R313-19 of

- these rules. S
ta) Static Elimination Devices. Devices designed for use as static

climinators which contain, as a scaled source or sources, radioactive material

.____ _____________ - - -
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consisting of a total of not more than 500 microcuries (10.5 MBq) of polonium-210*

por device.
(b) Ion Generating Tube. Devices designed for ionization of air which

contain, as a sealed sourse or sources, radioactive material consisting of a
total of not more than 500 microcuries (10.5 MBq) of polonium-210 per device or
a total of not more than 50 mil 11 curies (1.85 GBq) of hydrogen-3 (tritium) per
device.

(2) RESERVED.
(3) RESERVED.
(4) Certain measuring, gauging or controlling devices.
(a) A general license is hereby issued to commercial and industrial firms

and research, educational and medical institutions, individuals in the conduct
of their business, and state or local government agencies to own, acquire,
receive, possess, use or transfer, in accordance with the provisions of
(peragraphe--] E113 -21 -2 2 ( 4 ) (b) , (c) and (d). (of - thi; ccction, ) radioactive
material excluding special nuclear material contained in devices designed andt
manuf actured for the purpose of detecting, measuring, gauging or controlling
thickness, density, level, interf ace location, radiation, leakage, or qualitative
or quantitative chemical composition, or for producing light or an ionized
atmosphere.

(b) The general license in (paragraph )R313-21-22 (4) (a) (cf this acction
lapplies only to radioactive material contained in devices which have been
manufactured and labeled in accordance with the specifications contained in a
specific license issued by the (Bureeu) Executive Secretary pursuant to R313-22-75
(4) or in accordance with specific license issued by the Nuclear Regulatory
Commission, an Agreement State or a Licensing State, which authorizes
distribution of devices to persons generally licensed by the Nuclear Regulatory
Commission, an Agreement State or Licensing State.'

NOTE: * Regulations under the Federal Food, Drug, and Cosmetic Act
authorizing the use of radioactive control devices in food production require
certain additional labaling thereon which is found in (scction 17^.21 of ]21 CFR
(Pat +-] l7 9 2L,

(c) Any person who owns, acquires, receives, possesses, uses or transfers
radioactive material in a device pursuant to the general license in (paragraph
4&]R313-21-22 (4 ) (a) ; (- of thi; subscction. )

,Q), shall recister all devices by submittinc form DRC-13,
"Fecistratinn Form - Radioactive Material in Certain Measurino, Gaucina or
Contro11ino Devices Under General License. " to the Executive Secretary within 30
days after the first receipt or accuisition of a device, howeveJ1

,1A), d? vices containino less than ten millicuries of colonium-210 and used
for producino an ionized atmosphere need not be recistered; aud

,[]l], devices containino hydrocen-3 (tritium) and used f or producina licht
need not be recirtered;

,QQ shall furnish on form DRC-13 the followina information and other
information as may be recuired by that formi

,1]d name and address of the recistrant;

,[jl], a statement, that the recistrant has develooed and will maintain
procedures desianed to establish ohvsical control over the device described in
R313-21-22(4)(a) and desianed to orevent transfer of the device other than to a
specific licensee authorized to receive it or to another ceneral licensees only
as authorized by R313-21-22(4)(c)(xii); and

,[g), name or title, address, and telephone number of the individual dulv
authorized to act for and on behalf of the recistrant in suoervisino and
maintainino the procedures identified in R313-21-22(4)(c)(ii)(B);

(iii) shall reoort in writina to the Executive Secretary any chances in
information previousiv furnished on form DRC-13. The information shall be
submitted within 30 days after the effective date of a chance;

,Qy1 other than those persons usina less than ten mil 11 curies colonium-210
or hydrocen-3 (tritium) for oroducino licht or an ionized atmoschere, shall
submit the aporopriate f ee as recuired by R313-70-7 (11) within 30 davs af ter the
first recelot or accuisition of the device.

- ([+)y) shall assure that all labels af fixed 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

_ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _ _ -
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provided by [euchlthn labelas*

( (44)yi) shall assure that the device is tested for leakage of
cadioactive material and proper operation of the on-uf f ruechanism and indicator,
if any, at no longer than six-monthle) intervals or at (eveh) other intervals as
are specified in the label, however:

(A) devices containing only krypton need not be tested for leakage of
radioactive materials and

(D) devices cot taining only tritiu;n or not more than 100 microc: ries (3.7
HBq) of other beta or gamma emit, ting material or ten microorles (0.J7 MBq) of
alpha emitting material and devices held in storage in the original shipping
containet prior to initial installation need not be testJJ(v]1

( (444)y11) shall assure that the tests required by (4 t cr - M ) icH444-ef
thie-eeet4cn)R313-21-22 (4) (c) (vil and other tes. * ng, installation, servicieng, and
removal from installation involving the radioactive materials, its shielding or
containment, are performed:

(A) in accordance with the instructions provided by the labels; cr
(B) by a person holding a specific 'Aicense from the [Hureeu-) Executive

Eetretarv. (or frca ja Licensing State, the Nuclear Regulatory Commission or
(f rom) an[y] Agrooment State which authorires the activitios in R313-71-
2 2 ( 4 ) ( c ) (vi l l 1 (--to-perform-euch-oet4vi+tewv)

((+v)viii) shall maintain records showing compliance with the requirements
of (4+ ems-) R313 -21-22 ( 4 ) 'c ) ( (44)y_i) and ( [444)yli) [--of-thfe-eeet4en) . The
records shall show the results of tests. The recordt, also shall show the dates
of perfort.ance and the names of persons performing, testing, installing,
servicing, and removal f rom installation concerning the radioactive material, its
shielding or containment. Records of tests for leakage of radioactive material
required by (4+w]R113-21-22 (4) (c) ( (44)y.1) (of-this-seethn-)shall be maintained
f or one year af ter the next required leak test is perfort e ; or the scaled source
is transferred or disposed of. Records of tests of the ontf):off muchanism and
indicator required by (4+em-]R313-21-22 (4) (c) ([44)yi) let-thie-eeet4en-) shall be
maintained for (enelthree yea * after the next required test of the on[f) off
meet.anism and indicator is pet tormed or until the soaied source is transferred
or disposed of. Records (of-ethee-testin97-inste44et4enr-servicing, c ad n.mel
from-inet-emet 4en-)dich are required by (4 tem-)R313-21-22 (4) (c) ([44)yli) (of
thie-eeet4en-)shall be maintained for a period of two years from ths date of the
rm orded event or until the device is transferred or disposed of;

((ylix) upon the occurrence of a failure of or damago to, or any
indication of a possible failure of or damage to, the shielding of the
radioactive material or the on[f1.off mechanism or indicator, or upon the
detection of 0.005 microcuriole) (1_ > Bol or more removable radioactive material,
shall immediately suspend operation of the device until it ias been repaired by
the manufacturer or other person holding a s m.:ific license from the
(Bureeu) Executive Secretarv, a licensing State, the Nuclear Regulatory
Commission, or (f rom-J an Agreement State to repair [euch--) t he devices, or
disposed of by trant:fer to a person authorized by a specific license to receive
the radioactive material contained in the device and, within (thkety)M days,
f urriish to the [nureeu} Executive secretary a report containing a brief
description of the event and the remedial action takens

((ykla) shall not abandon any device containing radioactive materiali
([vi4]E1) except as provided in (4+em-)R313-21-22 (4) (c) ((vi44]s11) (-of-,

this sc; tion), shall transfer or dispose of the device containing radioactive
material only - by transfer to a person holding a specific license of the
(Durocu] Executive Secretarv, the Nuclear Regulatory Commission, (or-)an Agreement
State, or a Licensing State whose cpecific license authorizes the person to
receivs the device and within _(thi-ety]M days af ter transfer of a device to a
specific licensee shall furnish to the (Bureeu) Executive Secretary a report
containing identif3 cation of the device by manufacturer's name and model number
and the name and address of the person receiving the devico. No report is

t required if the device is transferred to the specific licensee in order to obtain
a replacement device (v)1

,
~

((vi %)sii) (0] Ahall transfer the device to another general t icensee only:
where the device rerhains in use at a particular 4ocation. In

! [euer.iihia case, the transferor shall give the transferee a copy of (t-his
cubeeetion)R313-21-Q111 and any safety documents identified in the label of the

!
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device and within (thhtyll,Q days of the transfer, report to the.

(Bureou) Executive Secretarv the manufacturer's name ar.d model number of device
transferred, the name and address of the transferee, and the name or position of
an indiv,idual who may constitute a point of contact between the (Bureau)Executiyg
recretary and the transferees,_gI

(D) where the device is held in storage in the original shipping container
at its intended location of use prior to initial use by a general licensee (r),.

( th)2dii) shall comply with the provisions of R313-15-1201 and R313-15-
1202 for reporting radiation incidents, thef t or loss of licensed material, but
shall be exempt from the other requirements of R313-15 and R313-18[r)r and

.[2d.Y1 shall nav annual fees nursuant to R313-70.
(d) Thr. general license in [peregraph-)R313-21-22(4) (a)( cf thi; accticn]

does not authorize the manuf acture(, inpcet er export-Jof devices containing
l radioactive material.

(e) The general license provided in (eubrectica (4) cf-thi; acction)R313-
21-22(4)fa) is subject to the provisions of R313-12-51 through R313-12-53, R313 .
12-70, R313-14, (M13 10 00, ]R313-19-34, R313-la-41, R313-19-61, and R313-19-
100.

(5) Luminous safety devices for aircraft,
sa) A general license is hereby issued to own, receive, acquire, possess

and use tritium or promethium-147 contained in luminous safety devices for use
in aircraft, provided

(i) each device contains not more than ten curies (370.0 GDg) of tritium
or 300 millicuries (11.1 GDq) of promethium-147; and

(ii) ene device has been man.a f actured, assembled or imported in
: accordaisco with a specific license issued by the Nuclear Regulatory Commission,

or each device has been manuf actured or assembled in accordance with the
specifications contained in a specific license issued by the (Bureau) Executive

"

Secretary or an(y) Agreement State to the manuf acturer or assembler of (such)111g
device pursuant to licensing requirements equivalent tc those in (Geetica 32.53
of) 10 CFR (Perb-] 32Ji21 -ef the Lcicar Pegulctori Oc=leef on rnguletions) .

(b) Persons who own, receive, acquire, possess or use luminous safety
devices pursuant to the general license in leuhacction-)n313-21-22(5) (of-tMe
seet-sen-)are exempt from the requirements of R313-15 and R313 18, except that
they shall comply with the provisions of R313-15-1201 and R313-15-1202.

(c) This general license does not authorize the manuf acture, assembly, or
repair of luminous safety devices containing tritium or promethium-147

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

(e) This general license is subject to the provicions of R313-19-5A
through R313-12-[9]20, R313-14. R313-19-34, R313-19-41. R313-19-61, [613 10 41,-
]and R313-19-100.

(6) Ownership of radioactive material. A general license is hereby issued
to own radioactive material without regard to quantity. Notwithstanding any+

other provisions of (this chaptcr)R313-21, this general license does not
achorize the manufacture, production, transfer, receipt, possession or use of'

radioactive material.
(7) Calibration and reference sources.
(a) A general license is horeby issued to those persons listed belew to

own, receive, acquire, possess, use and tran's f er , in accordance with the
provisions of (pcrographe-)R313-21-22 (7) (d) and (c) [-of thi; acctirn), americium-
241 in the form of calibration or reference sources:

(i) any person who holds a specific license issued by the
(Purcou] Executive Secretary which authorizes that person to receive, possess, use
and transfer radioactive material; and

(ii) any person who holds a specific license issued by the Nuclear
Regulatory Commission which authorizes that person to receive, possess, use and
tre.nsfer special nuclear material.

(b) A general license is hereby issued to own, receive, possess, use and
transfer plutonium in the form of calibration or reierence sources in ecordance
with the provisiuns of (paragraph; R313-21-22(7)(d) and (e) (cf - thi; seetter-] to
a(nyl person who holds a specific license issued by the [Dureau) Executive-

secretarv which authorizes that person to receive, possess, use ar.d transfer
radioactive material.

_ _
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* (c) A general license is hereby issued to own, receive, possess, use and
transfer radium-226 in the form of calibtation or reference sources in accordance
with the provisions of (paragraphe-)M13 ~1-22 (7) (d) and (e) [of-thie-seet4en-) to
a[ny] person who holds a specific license issued by the (Bureeu) Executive
Secretary which authorizes that person to receive, possess, use and transfer
radioactive material.

(d) The general licenses in [pai agraphe-] R313-21-22 (7 ) (a) , (b) and (c) (of
thle-eect4+n-) apply only to calibration or ref erence soutces which have been
manufactured in accordance with the specifications contained in a specific
license issued to the manufacturer or importer of the sources by the Nuclear
Regulatory Commission pursuant to (Geet4en 32.57 cf 110 CFR [Peet--132S or
lacet 4+r; 70.30 cf--110 CFR (Part--1702 or which have been manuf actured in
accordance with the specifications contained in a specific license issued to the
manufacturer by the (Bureou) Executive Secretarv, a Licenshg State, or anly)
Agreement State pursuant to licensing requirements equivalent to those contained
in (Gee 64en 32.57 of-]10 CFR [Part--] 322 or (Oceticr 70.30 ci-110 CFR (Part .

1702[--ef th agdetiene-of-the--Huelear hgtnatory-Gemiceien) .
(e) The general licenses provided in (paragraphe-)R313-21-22 (7) (a), (b),

and (c) are subject to the provisions of R313-12-51 through R313-12-53, liG13 14 r
)R313-12-[9120, R313-14. R313-19-34, R313-19-41, R313-19-61, R313-19-100, R 13-15
and R313-18. In addition, persons who own, receive, acquire, possesn, use or
transfer one or mor e calibration or reference sources pursuant to these general
licenses

(i) shall not possess at any one time, at any one location of storage or
use, more than 5 microcuries (105.0 kBq) of americium-241, 5 microcuries (185.0
kBq) of plutonium, or 5 microcuries (185.0 kDq) of radium-226 in leueh)g
source (e);

(ii) shall not receive, possess, use or transfer (eueh)n source unless the
source, or the storage container, bears a label which includes one of the
following statements or a substantially similar statement which contains the
information called for in one of the following statements. as sonrooriates

(A) The receipt, possession, use and tratisfer of this source, Model No.
. , Serial No. . , are subject to a general license andm. . .

the regulations of the United States Nuclear Regulatory Commission or of a state
with which the Commission has entered into an agreement for the exercise of
regulatory au;hority. Do not remove this label.

CAUTION - RADIOACTIVE MATERI AL[-]
THIS SOURCE CONTAINS ( AMERICIUM-2 41) [ r
](PLUTONIUM)*
DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

TypedorprintednameoftheSanufacturererimporter
NOTE: * Show lieg-only) the name of the appropriate material.
(B) The receipt, possession, use and transfer of this source, Model

No.. ., Serial No. . . . , are subject to a general license... . . ..

and the regulations of a[ny) Licensing State. Do not remove this label.
CAUTION - RADIOACTIVE MATERIAL ( }
THIS SOURCE CONTAINS RADIUM-226 l r-)
DO NOT TOUCH RADIOACTIVE PORTION OF THIS SOURCE.

Typed or printed name of the manuf acturer or importer
(iii) shall not transfer, abandon, or dispose of (eueh)n so/urce except by

transfer to a person authorized by a license from the (Bureau) Execut iv'1
Secretary, a Licensing State, the Nuclear Regulatory Commission, or an Agreement
State to receive the sources

(iv) shall store leuchin source, except when the source is being used, in
a closed container adequately designed and constructed to contain americium-241,
plutonium, or radium-226 which might otherwise escape during storage; and

(v) shall not use [euehlg source for any purpose other than the
calibration of radiation detectors or the standardization of other sources.

(f) These general licenweg do not authorize the manuf acture of calibration
or reference sources containing americium-241, p;;tonium, or radium-226.

I
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(8) [HedieebDiegneet4e-UseerA) RESERVED.*

( NOTA. 'Tho-Hew-Drug-proviciene-et-Ge-Fedevel Tsed, Drug, and Oc;metic 1.ct
ales goa rn thc avaHobilit y and - use of any spec ifie--diegnestie-druge-in
interetet c ccmc rcc ,

(*) A general -- l i c e nse--i; hereby ianued t; any physicien to rccciver
rese**a, tranefer, c u*e -codienetive-mater 4* beet--ferth-belew-for-the-eteted
diegnest4e--uncer-previtic ', F;wcVer, t hat-the-wec is in accordanec with the
previefon-of- n 313 21 2 B+8Hb) , ' c) , e nd -idH-ee-codieeet iv- na t e rie4--+e-in-the
ferm-ef-copeuleer-<lieposable-eyringes, cr other-prepechaged individual-desm and
the-redienet4ve-materieb-hes - bccn manufactured i;. accordancc wi th a-epecific

t 44eense-feaucd by tb bureou-pureuant-to-RH 3 2 2 7 5 ( ? ) ' ' , or -by the t',0. Nucitar
Heguleterf ":cmineh.., any 7.greement-state-ee o-trieenehe-Gtetc pu r suant-te
egrivalent scgrietiene-cubhot*fehg-distribut4 cn t o i c reene-generel1y liccased ,

NOTI W h313 22 75(?) re qui ve-manufecterece-of-cod i opha rra c c ut4ee4es chich
nee-under Une general-44eenee-in-thie-paragraph to affin a certain identif ying
4ebel to the-eentainer cr in-the-leef4et-er-breehure-which accrapanies-%e
rodiephormoccutien h

'il iodine-441 a; acdium-sedide-for thyroid-uptehc purauant to n313 Ob
G2'0) cr it*-equivalent-r

(ii) iodine-131 as led thuman-eerwn-ahumb-f4HGAbfee-determinations-

of-blood-end-bleed--plearc vs. _ +
'iii) i cdine-4M :s ; v,llnoted-human--eerum--- ahumin---t4HGA4---fer

determinatiene-et-nleed-end-biced plesma-vc1umc,
(iv) ccbalt 57 fer the ac u s u r e mc-ab--of---htestino4--obsorpt i o n of

cyonocebelemint
'v) cchalt 50 for the mc aeurement-of-inteet4nel absorpti-n--of,

w,u..vm balemint
'vi) ccbelt f0 f+r thc ra eurement---af i ntest4ne1--ebeerption--ef-

cyanocobalemint-end
'vH4-ehromium 51 as - codiur radicehromate f or determtnetien-ef-red-bleed

eeH-volumes-end-studies-of red bicc a cc H-eurvival ti c .
(b) 'c physiehn-sha44-receive, pcasess, unc, or transfer radionet4ve

materiel-purauant - to the gcaccel liccase-escobHehcd by 0313 21 22'0)'ai unti+
he-ba; filed-ferr unc 00, 7ert4 f icat: "r diee4-U;c of "adioactivc i';terial,

Under-GenerabJ.seena:" with the 3ercau and rcccived-fica the Durcau a va1idat+d
copy of thc " cou-form 0"O 00 whh-certi ficat4en-number-ase4 nedr-4he-genereHy9
44eeneed-p).piesen shall furnich-en-ferr Dnc 00 the !cliswing-information% nd
euch-ethe -s+.formatien-ce ray-bc requiced-by-that-forat

(i) anmc and addrcas of the gencra14y-Heeneca physicient
(144--n-etetement-that the generally licensca physicien is a duly licc,;cd

physicien-ieuthcrired to dispcasc druge) n the practic; cf acdicinc in this
sketer

(iii) a-stetcmcat that=the scncra11 -44ccased physician hos appropriate1
codietsen-meceuring-inetrement; tc cacry-out-the-4iagnoat ic prc chrc; f cr which
he-propcaer to use-rodionetivc ratcrial-under the gca ral licensc mf n313-4b
M4H and-that-hc is compctent in the use-of such-inetrumenter

(c) A physician who rccciv:s, posacsses, or uses a pherma c c u t i cal-
eenteining-radieaet4vc matcriel-pwecuent-to-the general ?-icensc c atebhched-by
h 3 %9 %%Jni1 1i _____1.. ._2 L aL __ r_ii 8

vv aki e 5 y a a v vv a a a[M e ma sesa Tvg go - 4a w viugray s e a s.

(i) b'-ehOld""ftet-posee9e-et any onC Diet *r-pufeuOnt to Ihc scncra IiCCnGc
in-BM4-44-2 2 ( 0 ) (a ) morc thant

!__ fM A tan _ t _ r 2 __ 3 2 _ _ M *1 1i 1 MAA -
44p
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e1
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( i i ', Uc GhG11 Oter the phar;cc"Ut iCal uttetd-edmhtiGtcred in - the crivittel-
ehipping container, or a containct prcviding cqu; valent radiation protcctient

(iii) Ne-chall GDc the pharmaCcutical cn17 [cr the uGC3 aut4icrircd by
hg4 3 M4 M *1 fn% f1
ITv Ae se4 G sa \vI \ se I e
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(v) N?-tutM 1 n?t t ran ~.fer the radi-eGett','e- ma tC rial is a pC rGon 'hc 15 not
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autherf e btc rccc i ec it pursuant-to a license-hauca hy thc cureau, thc U.0,*

Nue ker-Begu k m., _ .desien, any Agsccmcat Ctate er- Liccnaing Otatc, cr in-eny
manner other than -in th; cnopencd, lebclad shipping containcs as rcccieca from
the-eupplicr, caccpt by admieistering it tc a patientv

(d) The genereHy-Heen cd - physicien--possessing or using radioactire
materiel undcr- t-hc scacral liccasc of n313--0-1 22 :0)(a, shall report in dupHeate
to the Durcau, cny changc; in the informati on- -fernished by hin in the
2Eertifier c !!cdical- U;c of nadieaetiic |ictcrie-1-Under Ocncral Licensc, " ferm
Br & O9. Tac rcrert-chell b; submitted-w khin 30 day; after thc cffective-date
of mrh chanper

(ef-Ar y-parsca using radicarti ec matcrici pureuent tc the general license
ef-44H-41-346) (c ) is cn m t frcr tho-requhements of n313 15 and n313 10 of
thc : ruks-whh respcct to the radicactsec matcrial co;crca by thc g e nc rel-
Heeneer]

(9) General license for use of radion .ive material for certain in vitro
clinical or laboratory testing.*

IK.TE : *The New Drug provisions of the Fede.al Food, Drug and Cosmetic Act
also govern the availability and use of any specific diagnostic drug in
interstate commerce.

(a) A general license in hereby issued to any physician, veterinarian,
clinical laborato n or hospital to receive, acquire, possess, transfer or use,
for (any-of--) the following stated tests, in accordance with the provisions of
(paragraphe--F.rt] R313 -21 -22 ( 9 ) (b), (c), (d), (e), and (f) [of-thie-eeet-sen-) the
f ollowing radioactive materials in prepackaged units for use in in-vitro clinical
or laborato n tests not involving internal or external administration of
radioactive material, or the radiation therefrom, to human beings or animals:

(i) iodine-125, in units not exceeding ten microcuries (370.0 kBq) eachi
(ii) iodine-131, in units not exceeding ten microcuries (370.0 kBq) each;
(iii) carbon-14, in unita not enceeding ten microcuries (370.0 kBq) eachs
(iv) hydrogen-3 (tritium), in units not exceeding 50 microcurios (1.85

MBq) eacht
(v) iron-59, in units not exceeding 20 microcuries (740.0 kBq) each;
(vi) cobalt-57, in units not exceeding ten microcuries (370.0 kBq) eacht
(vii) selenium-75, in units not to exceed ten microcuries (370.0 kBq)

each; or
(viii) mock iodine-125, reference or calibration sources, in units not

exceeding 0.05 microcurie (1.85 kBq) of iodine-129 and 0.005 microcurie (185.0
Bq) of americium-241 each.

(b) (Hela person shall not receive, acquire, possess, use or transfer
radioactive material pursuant to the general license established by (petograph
M t]R313-21-22(9)(a) (of thi; scction ]until that person has filed form (B)DRC-
07, '[eert+Heebe]Recistration Form-In Vitro Testing with Radioactive Material
Under General License,' with the (BureauExecutive Secretary and received a
certi ficate of Reaistration sinned by the [fic- the Durcau] Executive Secretarv[
e-veHtlated copy f orm DRO 07 with ccrti f ication nurl cr assigned) , or until that
person has been authorized pursuant to R313-32(HM) to use radioactive material
under the general license in (esbsection (M)R313-21-22(9) (ef-thi; scction).
The physician, veterinarian, clinical laboratoty or hospital shall furnish on
form (B)DRC-07 the f ollowing information and (such) other information as may be
required by that formi

(i) name and address cf the physician, veterinarian, clinical laboratory
or hospitals

(ii) the lacation of uses D.Dd
(iii) a statement that the physician, veterinarian, clinical laboratory

or hospital has appropriete radiation ineasuring instruments to carry out in
vitro clinical or laboratA' te.sts with radioactive material as authorized under
the general license in (paragraphMM)E313-71-22 (9) (a) (of thi; scction-land that
(euch-)thg_. tests will be performed only by personnel competent in the use of
(euch) radiation measurino instruments and in the handling of the radioactive
material.

(c) A person who receives, acquires, possesses or uses radioactive
- material pursuant to the generalalicense established by (paregraph-ist]R313 41-

22(9)(a) (of-this acction )shall ec.nply with the following:
(i) The general licensee shall not possess at any one time, pursuant to

- _ - _ _ _ _ - _ _ _ _ - _ _ _ _ _ _ - - _ _ _ _ - - - _ _ _ - - - - ___
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the general license in (paragraph (M)R}13-21-22 (9) (a) [ef-this acction-J at any*

one location of storage or use, a total amount of iodine-125, iodine-131,
selenium-75, iron-59 (7-er) and cobalt-57, or any combination, in excess of 200
microcuries (7.4 MBq).

(ii) The general licenseo shall store the radioictive material, until
used, in the original shipping container or in a container providing equivalent
radiation protection.

(iii) The general licensee shall use the radioactive na terial only for the
uses authorized by (paragraph-+M)R313-21-22 (9) (a) [- cf this scctien) .

(iv) 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
(Bureeu) Executive Secretarv, the Nuclear Regulatory Commissiont an(y) Agreement
State or Licensing State, nor transfer the radioactive material in a manner
other than in the unopened, labeled shipping container as received from the
nupplier.

(v) The general licensee shall dispose of the Mock Iodine-125 reference
or calibration sources described in (hem--] R 313 -21 -2 2 ( 9 ) ( a ) (viii) (ef-+hh
ecction-las required by R313-15-1001.

.(vi) The ceneral licensee shall n v annual fees nursuant to R313-70.
(d) The general licensee shall not receive, acquire, possess, or use

radioactive material pursuant to ( peragret4 --fM) R 313 - 21 - 22 ( 9 ) ( a ) ( of thia
neet-sen) :

(i) Except as prepackaged units which are labeled in accordance with the
provision of an applicable specific license issued pursuant to R313-22-75(8) or
in accordance with the provisions of a specific license issued by the Nuclear
Regulatory Commission, (er) an[y] Agreement State or Licensing State which
authorizes the manuf acture and distribution of iodine-125, iodine-131, carbon-14,
hydrogen-3(tritium), iron-59, selenium-75, cobalt-57, or Mock Iodino-125 to
persons generally licensed under (subsection (0)-of-this acctien)R313-21-22(9)
or ita equivalent (v)2 and

(ii) 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 prepackaged units or
appears in a leaflet or brochure which accompanies the package

*This radioactive material shall be received, acquired, possessed and used
only by physicians, veterinarians, clinical laboratories or hospitals and on1'c
f or in vitro clinical or laboratory tests not involving internal or external
administration of the material, or tta 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
for the exercise of regulatory authority. [2--And the typcd or printed name of-the
manufectureer)
.. ... .. . ....

Name of Manufacturer'
'This radioactive material shall be received, acquired, possessed and used

only by physicians, veterinarians, clinica? 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. [" V.d th t ped-or
printed- nc x sf-che rcnufacturcr.)

.

Name of Manufacturer'
(e) The physician, veterinarian, clinical laboratory or hospital

possessing or using radioactive material under the general license (cf paragraph
lin R313-21-22(9)(a) (of thir acction-]shall report in writing to the Executive
Secretary, changes in the information previously furnished in the
"(Ocetinente]Renistration Form-In Vitro Testing with Radioactive Material Under
General Licenso', form.DRC [ferm)-07. The report shall be furnished within
(thitty]2.Q days after the effective date of (suchla change.

- (f) bE JP)prson(e) using radioactive material pursuarc to the general
license of [peengraph (0))R313-21-22 (9) (a) (ef-thi; acction ]is exempt f rom the
requirements of R313-15 and R313-18 (cf thc;c rule; )with respe9t to radioactive

i
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e

o' ,

'

material covered by that general license, except that (eveh-) persons using the*

Hock Iodine-125 described in ( 4+em-]]i1L)- 21 - 22 ( 9 ) ( a ) (vi ii ) (of-+ hie-eeet-fen
Ishall comply with the provisions of R313-15-1001, R313-15-1201 and R313-15-1202.

(10) Ice Detectisn Devices.
(a) A general license is hereby issued to own, receive, acquiro, possess,

use and transter strontium-90 contained in ice detection devices, provid2d each
device contains nole) more than 50 microcuries (1.85 MBq) of Ltrontium-90 and
each device has been manuf actured or imported in accordance with a specific
license issued by the Nuclear Regulatory Commission or each device has been
manufactured in accordanco with the specifications contained in a specific
licenso issued by tho (Dureou)Ezecutive Secretary or anly) Agreement State to the
manufacturer of (nueh)D m device pursuant to licensing requirements equivalent
to those in (9eetion-4h+1-of-)10 CPR (Pert-M-of-+heglet4ene-of-the : ueleer
Hegulotery-eemmtenfon)32,61.

(b) Persons who own, receive, acquire, possess, use or transfer strontium-
90 contained in ice detection devices pursuant to the general licenso in
(para raph-4MHet-of- thfe-ne-t4en) R313 -21-2 2 (10 ) f a i :v

(i) shall, upon occurrence of visualv.' observable damage, such as a bond
or crack or discoloration f rom over-heating ta the device, discontinue use of the
device until it has been inspected, tested for leakage and repaired by a person
holding a specific license f rom the Nuclear Regulatory Commission or an Agreement
State to manufacture or service (eveh)Mm device [e); or shall dispose of the
device pursuant to the provisions of those rules;

(ii) shall assure that all labels affixed to the device at the timo of
receipt, and which bear a statement which prohibits removal of the labels, are
maintained thereon;_cnd

(iii) are exempt from the requirements of R313-15 and R313-18 of these
rules except that leuch)Mm persons shall comply with the provisions of R313-15-
1001, R313-15-1201 and R313-15-1202.

(c) This general licenso does not authorize the manufacture, assembly,
disausembly or repair of strontium-90 in ice detection devices.

(d) This general license is subject to the provision of R313-12-51 through
R313-12-53, R313-12-70. R313-14, (RM- 12 00, =) R313-19-3 4, R313-19-41, R313-19-
61, and R313-19-100 of those rules.

KEY: radioactive material, licensing
(1989)199 ( 7 (36-1-39)19-3-124_
Notice of Continuation 1994 ,

J
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R312. Environmental Qualit'h Radiation Control.-

R313-22. Specific Licenses.
R313-22-1. Purpose and Authority.

(1) The purpose of this rule is to prescribe the requirements for the
issuance of specific licensen.

(2) The rules set forth herein are adopted pursuant to the provisions of
Sections 19-3-104(3) and 19-3-104(6).

R313-22-2. General.
The provisions and requirements of R313-22 are in addition to, and not in

iubstitution for, other requirements of these rules. In particular 'he.

provisions of K313-19 apply to applications and licenses subject to R313-22.

R313-22-4. Definitions.
' Alert' means events may occur, are in progress, or have occurred that

could lead to a release of radioactive material but that the release is not
expected to require a response by off-site response organizations to protect
persons off-site.

'Docommission' means to remove, as a facility, safely from service and
reduce residual radioactivity to a level that permits release of the property for A

unrestricted use and termination of license.
'Princinal activition* means activities authorized by the license which are

essential to achievina the nJrDosels) far which the license was issued or
amended. Storane durina which no licensed material is accessed for use or
disnosal and activities incidental to decontamination or decommissionina are not
prineinal activildch

' Site Area Emergency" means events may occur, are in progress, or have
occurred that could lead to a signi ficant release of radioactive material and

a response by off-site response organizations to protectthat could require
persons off-site.

R313-22-30. Specific License by Rule.
A license by rule is issued in the following circumstances, without the

necessity of filing an a > plication for a specific license as required by R313-22-
32 (1), and the licensee shall be subject to the applicable provisions of R313-22-
33, R313-22-34, R313-22-35, R313-22-36 end R313-22-37:

(1) When a site must be timely remediated of contamination by radioactive
materials that are subject to licer. sing under these rules but are unlicensed;

(2) When radioactive materials existing as a result of improper handling,
spillage, accidental contamination, or unregulated or illegal possession,
transfer, or receipt, must be stored and those materials have not been licensed
under these rules.

R313-22-32. Filing Application for Specific Licenses.
(1) Applications for specific licenses shall be filed on a form prescribed

by the Executive Secretary.
(2) The Flecutive Secretary may, after the filing of the original

applit stion, and before the expiration of the license, require further statements
in order to enaba the Executive Secretary to determine whether the application
should be granted or denied or whether a license should be modified er revoked.

(3) Applications shall be signed by the applicant cr licensee or a person
duly authorized to act for and on the applicant's behalt'.

(4) An application for a license may include a request for a license
authorizing one or more activities.

(5) In the application, the applicas.t may incorporate by reference
information contained in previous applications, statements, or reports filed with
the Executive Secretary, provided the reterences are clear and specific.

(6) An application for a specific license to use radioactive material in
the form of a sealed source or in a device that contains the sealtd source shall
(cithcr.

( a ) --) identify the source or device by manufacturer and model number as
- registered with the U.S. Nuclear Regulatory Commission under 10 CFR 32.210,

(449MDAE ed. (r)2I the cauivalent reculations of(=ccutiv Occrc: cry, a) an
Agreement State (-t-ce)2(

:
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(7) As provided b/ R313-22-35, certain applications for specific licenses

filed under these rules shall contain a proposed decommissioning funding plan or
a certification of financial assurance for decocaissioning. In the case of
renewal applications submitted bef ore Januar/ 1,1995, this submittal may f ollow
the renewal upplication but shall be submitted on or before January 1, 1995.

(8)(a) Applications to posoess radiosctive materials in unsealed form, on
f oils or plato 3 sources, or scaled in glass in excess of tho quantities in T.313-
22-90, 'Ouantities of Radioactive Materials requiring Consideration of the Need
f or an Dnergency plan for Responding to a Release *, shall contain eithers

(i) An evaluation showing that the maxircum dose to a individual of f-site
due to a release of radioactive materials would not exceed one rem ef fective dose
equivalent or five remo to the thyroid; or

(ii) An emu gency plan for responding to a release of radioactive
material.

(b) One or mere of the following factors may be used to support an
evaluation submitt ed under R313-22-32 (8) (a) (i) :

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

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

(iii) The release traction in the respirable size range would be lower
than the release fraction thown in R313-22-90 due to the chemical or physical
form of the material;

(iv) The solubility of the radioactive material would reduce the dose
recaived;

(v) Facility design or engineered safety features in the facility would
cause the release fraction to be lower than shown in R313-22-90;

(vi) Operating restrictions or procedures would prevent a release f raction
as large as thst shown in R313-22-90; or

(vii) other factors appropriate for the specific facility.
(c) An emergency plan f or resp 7nding to a release of radioactive material

submitted under R313-22-32 (L') (a) (ii) ehall include the following informations
(i) Facility description. A brief description of the licensee's facility

and area near the site.
(ii) Types of accidents. An ident ification of each type of radioactive

materials accident for which protective actions may be needed.
(iii) Classification of accidents. A c' 'ftcation system for

classifying accidents as alerts or site aree emergencies.
(iv) Detection of accidente. Identitication of the means of detecting

each type of accident in a timely n.snner.
(v) 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 on-site, and a description of the program for
maintaining equipment.

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

(vii) Responsibilities. A brief description of the responsibilities of
licensee person:nol should an accident occur, including identification of
personnel responsible for promptly notifying of f-site rerponse organizations and
the Executive Secretary; also responsibilities for develcaing, maintaining, and
updating the plan.

(viii) Notification and coordination. A commitnant to and a brief
description of the means to promptly notify of f-site responsa organizations and
request off-site assistance, including medical assistance for the treatment of
contaminated injured on-site workers when appropriate. A control point shall be
e stablished. The notification and coordinatior. shall be planned so that
aavailability of some personnel, parts of the f acility, and some; equipn.ent will

not prevent the notification and coordination. The licensee shall also commit
.to notify the Executive Secretary immediately after notification of the
appropriate of f-site response organizations and not later than one heur af ter the
licensee declares an emergency.

NOTE: These reporting requiremen s do not superseda or release licensees
of complying with the requirements under the Emergency Planning and Cor.munity

. _ _ _ _ - _____
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Right-to-r:now Act of 1986, Title III, Public baw 99-499 or other state or federal*

reporting requirements, including 40 CFR 302, 1992 ed.
(ix) Information to be communicated. A brief description of the types of

information on f acility statun, radioact1ve releases, and recommended protective
actions, if necessary, to be given to of f-site response organizations and to the
Executive Secretary.

(x) 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 special instructions and orientation
tours the licensee would offer to fire, police, medical and other emergency
personnel. The training chall f amiliarize 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 une of team training for the scenarios..

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

(xii) Exercises. Provisions for conducting quarterly communications
checks with off-site response organisations and biennial on-site exercises to
test response to simulated emergenciess. Quarterly communications checks with
off-site response organizations shall include the check and update of all
necessary telephone numbers. The licensee shall invite off-site response
organizations to participate in the biennial exercises. Participation of off-
site response organizations in bier.nial exercises although recommended ie not
required. Exercises shall use accident scenarios postulated ao 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
shall evaluate the appropriateness of the plan, emergency procedures, f acilities,
equipment, training of personnel, and overall effectiveness of the response.
Deliciencies found by the critiques shall be corrected.

(xiii) Hazardous chemicals. A certification that the applicant has met
its responsibilities under the Emergency Planning and Community Right-to-Know Act
of 1986, Title III, Public Law 99-499, if applicable to the applicant's
activit!es at the proposed place of use of the radioactive material.

(d) The licenseo shall allow the of f-site response organizations expected
to respond in case of an accident 60 days to comment on the licenoco's emergency
plan before submitting it to the Executive Secretary. The licensee shall provide
any comments received within the 60 days to the Executive Secretary with the
emergency plan.

R313-22-33, General Requirements for the Issuance of Specific Licenses.
(1) A license application shall be approved if the Executive Secretary

determines that
(a) the applicant and all versonnel who will be hsndlina the radioactive

material are(+s) qualified by reason of training and experience to use the
material in question for the putpose requested in accordance with these rules in
a manner as to minimize danger to public health and safety or (picpc rty).tJ1e
environment;

ib) the applicant's proposed equipment, faciliti.., and procedures are
adequate to minimize danger to public health and safety or (pscpc rtylilla
gavironment;

(c) the anolicsnt's f acilities are oermanentiv located in Utah. otherwise
the nonlicant shall seek rectorocal recomition as reauired by R313-19-30f

(d) the issuance of the license will not be inimical to the health and
safety of the publics

((d)n) the applicant satisfies applicable special requirements in R313-22-
50, R313-22-75, R313-25, R313-32, R313-34, R313-36, or R313-38; and

((ell) in the case of an application for a license to receive and possess
radioactive material for commercial waste disposal by 4and burial, or for the
conduct of other activities which the Executive Secretary determines will
significantly affect the quality of the environment, the Executive Secretary,

- before commencement of construction of the plant or facility in which the
activity will be conducted, has concluded, after weighing the environmental,
economic, technical and other benefits against environmental costs and

|

|
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considering available alternatives, that the action called for is the issuance
of the proposed license, with any appropriate conditions to protect environmental
values. The Executive Secrctary shall respond to the application within 60 days.
Commencement of construction prior to a response and conclusion shall be grounds
for denial of a license to receive and possess radioactive material in the plant
or facility. As used in this paragraph the term ' commencement of cont.truction'
means 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 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.

R313-22-34. Issuance of specific Licenses. ,

(1) Upon a determination that an application meets the requirements of the i

Act and the rules of the Board, the Executive Secretary will issue a specific 1

license authorizing the proposed activity in a form and containing conditions and
limitations as the Executive Secretary deems appropriate or necessary.

(2) The Executive Secretary may incorporate in licenses at the time of
issuance, additional requirements and conditions with respect to the licensee's
receipt, possession, use and transf er of radioactive material subject to R313-22
as he deems appropriate or necessary in order tot j

(a) minimize danger to public health and safety or (proper +ylihg
<:nvironments_

(b) require reports and the keeping of records, and to provide for
inspections or activities under the license as may be appropriate or necessary;
and

(c) prevent loss or theft of material subject to R313-22.

R313-22-35. Financial Assurance and Recordheeping for Decommissioning.
(1) Applicants for a specific license authorizing the possession and use

of unsealed radioactive material of half-life greater than 120 days and in
vantities exceeding 105 times the applicable quantities set forth in A sendix
B of 10 CPR 30.1 through 30.72, 1996 ed. , which is incorporated by ref+.rence,
shall submit a decommissioning funding plan as described in R313-22-35(5) . The
decommissioning funding plan shall also be submitted when a combination of
radionuclides is involved if R Givided by 105 is greator than one, where R is
defined here as the sum of the ration of the quantity of each radionuclide to the
applicable value in Appendix B of 10 CFR 30.1 through 30.72, 1996 ed., which is
incorporated by reference.

(2) Applicants for a specific license authorizing possession and use of
radioactive material of half-life greater than 120 days and in quantities
specified in R313-22-35(4) sha'' cither:

(a) nubmit a decommist.uning fuading plan as described in R313-22-35(5);
or

(b) submit c certification that financial assurance for decommissioning
has been provided in the amount prescribed by R313-22-35(4) using one of the
methods described in R313-22-35(6). For an applicant, this certification may
state that the apprn' rinte assurance will be obtained af ter the application has
been approved and tt a license issued but before the receipt of licensed material.
If the applicent 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 R313-22-35(6) shall be submitted to the Executive
Secretary before receipt of licensed material. If the applicant does not defer
execution of the financial instrument, the applicant shall submit to the
Executive Sec re ta ry, as part of the certification, a signed original of the
financial instrument obtained to c.atisfy the requirements in R313-22-35(6).

(3)(a) lioiders of a speci+'. license issued on or af ter January 1, 1995,
which is of a type described i.. R313-22-35 (1) or (2) shall provide financial
assurance for decommissioning in accordance with the criteria set forth in R31:-
27-35.

(b) llolders of a specifi[ license issued before January 1, 1995. and of
a type described in R313-22-35(1) shall submit, on or before January 1, 1995, a
decommissioning funding plan as described in R313-22-35(5) or a certification of
financial assurance for decommissioning in an amount at least equal to $750,000

--rm
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in accordance with the criteria set forth in R313-22-35. If the licensee subraits*

the certification of linancial assurance rather than a cocommissioning funding
plan, the licensee shall include a decommissioning funding clan in any
application for license renewal.

(c) Holders of a specific license issued before January 1, 1995, and of
a type described in R313-22-35(2) shall sulmit, on or bef ore January 1,1995, a
decommissioning funding plan as described in R313-22-35(5) or a certification of
financial assurance for decommissioning in accordance with the criteria set forth
in R313-22-35.

(d) A licensee who has submitted an application before Tanuary 1, 1995,
for renewal of license in accordance with R313-22-37 shall :; ovide financial
assurance for decommianionir,g in accordance with R313-22-35(1) and (2). This
assurance shall be submitted before January 1, 1997.

(4) Table of required amounts of financial assurance fo? decommissioning
by quantity of material:

TABLE

orcater than 104 but less than of equal
to 105 times the applicable quantities
of radioactivo material, as defined in
Appendix B of 10 CFR 30.1 through 30.72,

'1996 ed., which is incorporated by reference,
in unsealed form. For a combinatinn of
radionuclides, if R, as defined in
R313-22-35(1) divided by 108 is greater
than one but R divided by 105 is less than
or equal to one: $750,000

Grester than 108 but less than or equal to
10* times the applicable quantities of
radioactive material, as defined in Appendix
B of 10 CFR 30.1 through 30.72, 1996 ed.,
which is incorporated by reference, in unsealed
form. For a combination of radionuclides,
if R, as defined in R313-22-35(1) divided by
1 08 is greater than one but R divided by 108
is less than or equal to one: $150,000

Greater than 10** times the applicable quantities
of radioactive material, as defined in Appendix
B of 10 CFR 30.1 through 30.72, 1996 ed., which
is incorporated by reference, in scaled sources
r plated foils. For combination of radionuclides,

if R, as defined in R313-22-35(1), divided by 108
in greator than one: $75,000

(5) A decommissioning funding plan shall contain a cost estimate for
decommissioning and a description of the method of assuring funds for
decommissioning f rom R313-22-35 (6), including means for adjusting cost estimates
and associated funding levels periodically over the life of the facility. The
decommissioning funding plan shall also contain a certification by the licensee
that financial assurance f or 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 R313-22-35(6).

(6) Financial assurance for decommissioning shall 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 assets so that the amount of funds woud
be sufficient to pay decommissioning costs. Prepayment may be in the form of a
trust, escrow account, government fund, certificate of deposit, or depMit of
government securities;

(b) A surety method, insurance, or other guarantee method. These methods
shall 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

_ - _ _ _ _ _ _ - _ _
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company guarantee of funds for decommissioning costs based on a financial test
,

may be usa'4 if the guarantee and test are as centained in R313-22-35(8) . A
parent company guarantee may not be used in combir.ation with other financial
methods to satisfy the requirements of R313-22-35. A guarantee of funds by the
applicant or licensee for decommissioning costs based on a financial test may be

d if the guarantee and test are as contained in R313-22-35(9). A guarantee
applicant or licensee may not be used in combination with any other"

,

Iu_ 'n1 methods to satisfy the requirements of R313-22-35 or in any situation
where tho applicant or licensee has a parent company holding maiority control of
the voting stock of the company. A surety method or insurance used to provide
finar.cial assurance for decommissioning shall contain the following conditions:

(i) the surety roethod or insurance shall be open-ended or, if written fer
c apecified term, such as five years, shall be renewed automatically unless 90
days or more prior to the renerl date the issuer notifies the Executive
Secretary, the beneficiary, and the licensee of its intention not to renew. The j

surety method or insurance shall also 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 |
Executive Secretary within 30 days af ter receipt of notification of cancellation, ;

(ii) the surety method or insurance shall be payablu te a trust ;

established for decommissioning costs. The trustee and trust shall be acceptable
to the Execucive Secretary. An acceptable trustee includes an appropriate state
or federal government agency or an entity which has the authority to act se a
trustee and whose trust operations are regulated and examined by a Federal or l

State agency, and
(iii) the surety method or insurance shall remain in effect until the

Executive Secretary has terminated the licenses
(c) 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 f rom licensee assets and outside thu licensee's administrative control
in which the total amount of funds would be sufficient to pay decommissioning
costs at the tirne terrnination of operation is expected. 'n external sinking fund.

may be in the forrn of a trust, escrow account, government fund, certificate M
depo.ilt, or deposit of government securities. The surety or insurance provisims
shall be as stated in R313-22-35(6) (b); or

(d) In the case of Federa . State or local government licensees, a
statement ot intent containing a cost estimate for decommissioning or an amount )
based on the Table in R313-22-35(4) ar.d indicating that funds for decommissioning j
will be obtained when necessary. ,

(7) Persons licensed under R313-22 shall keep records of information '

important to the [naf e and= c f fcctive--) decor. nissioning of [thela facility in an
identified location until the [licen c is terminated by th; Rccetve
Ceeveteryr) site is released for unrestricted use. Before licensed activities are
transferred or assioned in accordance with R313-19-34(2). licennees shall
transfer all records dorciibed in R313-22-35(7)(a) throuch (d) to the new
licensee. In this case, the new licensee will be resnonsible for maintainino l

'

these records until the license is terminated. If records (of -- rcicvant
inferr; tion)jmoortant to the decommissionina of a facility are kept for other
purposes, reference to these records and their locations may be used.
Information the Executive Secretary considers important to decommissioning
consists of the following:

(a) records of spills or other unusual occurrences involving the spread ;

of contamination in and around the f acility, equipment, or site. These recoros
may be limited to instances when contamination remains after any cleanup
procedures or when there in reasonable likelihood that contaminants may have

' spread to inaccessible areas ae in the case of possible seepage into porous
materials such as concrete. These records shall include any known information
on identification of involved nuclides, quantities, forms, and concentrations;

tu) as-built drawings and modification of structures and equipment in
restricted areas where radioactive materials are used or stored, and of locations
of possible inaccessible contamination such as buried pipes whien may be subject
to contamination. If required drawings are referenced, each relevant document
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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 a leak, or radioactive
materials having only half-lives of less than 65 days, a list contained in a
single document and updated every two years, including all of the following

(i) all areas designated and formerly designated as *estricted areas as
defined under R313-12-3;

(ii) all areas outside of restricted arear that require documentation
under R313-22-35(7)(a);

(iii) all areas outside of restricted areas wh' current and previous
wastes have been buried as documented under R313-15-11 . and

(iv) all areas outside of restricted areas which contain material such
that, if the license expired, the licensee would be required to either
decontaminate the area to unrestricted release levels or apply for approval fnr
disposal under h313-15-1002; and

(d) records of the cost estimete performed for the decommissioning funding
plan or of the amount certified for decommiss.oning, and records of the funding4

method used for assut ing funds if either a funding plan or certification is used.

(8) Criteria relating to use of financial tests and parent company
guarantees for providing reasonable assurance of funds for decommissioning.

(a; To pass the financial test referred to in R313-22-35(6)(b), the parent
company shall meet one of the following criteria:

(i) The parent company shall have all of the following:
(A) Two of the following three ration: a ratio or co'.a1 liabilities to

not worth less than 2.0; a ratio of the sum of not inctas plus depreciation,
depletion, and amortization to total liabilities great =1 than 0.1; and a ratio
of current asmets to current liabilities greater than 1.u;

(B) Not working capital and tangible not worth each at least six times the
current decommissioning cost estimateu, or prescribed amount if a certification
is used;

(C) Tangible net worth of at least $10 millions and
(D) Assets located in the United States amounting to at least 90 percent

of total assets or at least six times the current decommissioning cost is*imates,
or prescribed amount if a certification is used; or

(ii) The parent company shall have all o'. the followings
(A) 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 inaued by Moeidy's;
(B) Tangible net worth at least six times the current decommissionir g cost

estimate, or prescribed amount if a certification is used;
(C) Tangible net worth of at least $10 millions and
(D) Assets located in the United States amounting to at least 90 peccent

of total assets or at least six times the current decommiesioning cost estimates,
or prescribed amount if certification is used.

(b) The parent company's independent certified public accountant slall
have compared the data used by the parent company in the financial test, wlich
is derived f rom the independently audited, year end financial statements for the

"latest fiscal year, with the amounts in such financial statement. In connee ion
with tr.at procedure the licensee shall inform the Executive Secretary with n 90
days of any matters coming to the auditor's attention which cause the auditar to
believe that the data specified in the financial test should be adjusted and that
the company no longer passes the test.

(c) (i) After the initial financial test, the parent company shall repeat
the passage of the test within 90 days af ter the close of each succeeding fiscal
year.

(ii) If the parent company no longer meets the requirements of R313-22-
35 (8) (a) the licensee shall send notice to the Executive Secretary of intent to
establish alternative financial assurance as specified in R313-22-35. The notice
shall 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 shall provide alternate
financial assurance within 120 days after the end of such fiscal year.

(d) The terms of a parent company guarantee which an applicant or licensee

|
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obtains shall provide that
(i) The parent company guarantee will remain in force unless the guarantor

sends notice of cancellation by certifi,d mail to the licensee and the Executive
Secretary. 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
Executive Secretary, as evidenced by the return receipts.

(ii) If the licensee fails to provide alternate financial assurance as
specified in H313-22-35 within 90 days after receipt by the licensee and
Executive Secretary of a notice of cancella*. ion of the parent company guarantee
from the guarantor, the guarantor will provide such alternative financial
assurance in the name of the licensee.

(iii) The parent company guarantee and financial test provisions shall
remain in effect until the Executive Secretary has terminated the license.

(iv) If a trust is established for decommissioning costs, the trustee and
trust shall be acceptable to the Executive Secretary. 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.

(9) Criteria relating to use of financial tests and self guarantees for
providing reasonable assurance of funds for decommissioning.

(a) To pass the financial test referred to in R313-22-35(6) (b), a company
shall meet all of the following criteria:

(i) Tangible net worth at least ten 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 responsibio
as calf-guaranteeing licensee and as parent-guarantors

(ii) Assets located 'n the United States amounting to at least 90 percent
of total assets or at least ten times the total current decommissioning cost
estimate, or the current amount required if certification is used, for all
decommissioning activities for which t* u company is responsible as self-
guaranteeing licensee and as parent-guar # .or; and

(iii) A current rating for its most recent bond issuance of AAA, AA, or
A as issued by Standard and Poor's, or Aaa, Aa, or A as issued by Moody's.

(b) To pass the finant.ial test, a company shall meet all of the following
additional requirements:

(i) The company shall have at least one class of equity securities
registered under the Securities Exchange Act of 1934;

(ii) The company's independent certified public accountant shall have
compared the data used by the company in the financial test which is derived f rom
the independently audiced, yearend financial statements for the latest fiscal
year, with the amounts in such financial statement. In connection with that
procedure the licensee shall inform the Executive Secretary within 90 days ofc

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 tests and

(iii) After the initial financial test, the company shall 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 R313-22-35(9)(a),
the licensee shall send immediate notice to the Executive Secretary of its intent
to establish alternate financial assurance as specified in R313-22-35 within 120
days of such notice.

(d) The terms of a self-guarantee which an applicant or licensee furnishes
shall provide that

(i) The guarantee will remain in force unless the licensee sends notice
of cancellation by certified mail to the Executive Secretary. Cancellation may
not occur, however, during the 120 days beginning on the date of receipt of the
notice of cancellation by the Executive Secretary, as evidenced by the return
receipt.

(ii) The licensee shall provide alternative financial assurance as
specified in R313-22-35 within _90 days following receipt by the Executive
Secretary of a notice of a cancellation of the guarantee.

(iii) T % guarantee and financial test provisions shall remein in effect
until the Executive Secretary has terminated the license or until another
financial assurance method acceptable to the Executive Secretary has been put in

_ . _ _ _ . _ ~ . _ _ _ __ _ ._. -_ _ , _ _- ._ - _.__-__ _
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effect b/ the licensee.-

(iv) The licensee shall promptly forward to the Executive Secretary and
the licensee's independent auditor all reports covering the latest fircal year
f fled by the licensee with the Securities and Exchange Commission pursuant to the
requirements of section 13 of the Securities and Exchange Act of 1934.

(v) If, at any time, the licensee's most recent bond issuance ceases to
ba rated in a category of 'A' or above by either Standard and Poor's or Moody's,
the licensee shall prcvide notice in writing of such fact to the Executive
Secretary within 20 days af ter publication of the change by the tating service.
If the licensee's most recent bond issuance ceases to be rated in any category
of A or above by both Standard and Poor's and Moody's, the licensee no lor,ger
meets the requirements of R313-22-35(9)(a). ,

(vi) The applicant or licensee shall provide to the Executive Secretary
a written guarantee, a written commitment by a corporate officer, which states
that the licensco will fund and carry out the required decommissioning activities
or, upon issuance of an order by the Board, the licensee shall not up and fund
a trust in the amount of the current cost estimates for decommissioning.

R313-22-36. Expiration and Termination _of Licenses and Decommissionina of Bites
pniapparate Buildings or outd.22r Areas.

(et Exccpt as provided-in 3313 20 3? (0; , speci44e-Heensee-she44--e*pite
at--the cad-of-the d.y, in th month and yca w tated therciny

'2; Caeh licenecc shall notify -hc tweeutiv- Occretory,-=in-writing, and '

request-terminatica of the license-when 4hc licen cc accidcc tc tcrminate-cl+
eetivitica involving radionetive-meteriel authoricad= under the liccn c. This
notificat4cn and rcquest f er terminet4en-of-th; liccas; chall include the rcporte
end-infeemet4an speci fice in-R313 02 30 (4He; 'iv; a nd-4*t-r

(3) "r lese-then 30 daya-4>efere-the-ewpiration dat; speci44d in the
Heeneer-the-44eensee-chell citheer

'of--submi t u a - c; pi i ention-for l i c e ne rencwal under n313 22 37, or
'ht---net i f y th: Lxecutivc Occcctoryr-in-writing, if the liccnecc accided

not-tc rc-new-the liccasev
'4)(a; if a licensee-doec not submit- an appHeatica for-licenec renewal

undcr n312 22 27, the 14eenecc chall, n cr-hf+re-th; cxpiretion-dece-epecified
in-the-Heeneer

f4 ) terminetc un; o F-codieaet4*e-met c r ia1 ;
(ii; remov: radicactivc contaminatica to 'hc catent practieebler
(iii) prope**17-diep;;c of-redicactivc --tecielt
(iv) submit a Comp 1CtCd Isrr CEO-14 i and
(v) submit a radietica curvey re. port to--conf 4 rn the absenee+f-redioeet-ive

meterial-or-to-esteblish th- Icvci; of residual radicactive centamination, unless
the licenecc acmonstrates--the-obsencc of rcsidual-wiicac'. ivc contemination-in
some other acceptebic narncr. *hc licenecc shall, as apprepeietet

' t. ; report icvela of- radictica in units cf -icrcrada per hour of beta and
gemra radietica at onc ccatimetcr and garn radiation at enc mater f rca suefoeeer
and Icport icvc10-of-redienctivity, including alpha, in uni-be-of-dicintt$ ret 4ene
per -inutc, or micreeueseer-pcr 100 sque.c munimtcra r ocvabic and finca on
sorfacca; -icrocurics pe r ai44444-tc r in utcri and - picacurics per grar in
contaminated aclids such as asils or concrctc; and

'D; apccify ch; instrun ntation-used and ccrtify theb cach inst rument s.s
pic;crly calibrated and tc;tedr

'b) !f no rceidual-codiceetivc condominatica attribubebic to active _ien
ecaducted under th; liccnec is actccted, thc licenscc shall submit a
eeetificatica that no --- ac t c c t a M c radicactive conteminatica .ca s found, The
Eweeut47c Occcctary will notify the liccn;cc, in writing, of- the tc rmination-of
the-44eeneev

'c;(i) if actccte M c icvci; cf rceidual radicactiv; -contamination
etteibutehic to activitica conducted undcr thc liccas: arc foundr-th; licchee
cent 4nue; in cifcct bcycad th cxpiratica detc, if ncccasary, wi-th rcspcct to
posseenica of residual- radicactivc raterial-prescat as contamicatesnt44-t-ae
Enccutivc Occrctary notifice thc licu m in writing that the 1 ;-eenee--ie

- terminated. During this tiac the licenscc ir cubject to the prevteicn; cf R313
s, se,es
ernw wv1ory T

seoat ,s rl..ts111 ,- ssi& * r. ut. 1 c . ._._. . w 1 _..u isu s .. s n s s s, s m.an a. v 5s uu w a v a a w w us u a w w w sa sa a s u w aga4 eav wa u s2 a w a v i e wv v e aw e3ia wu gvgi, guy 3aT r
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end-M , -- th; l'censee-sheH-etwas t a plan f or - decenteminstion, i!-required, :=
regard; scaidual radienctiv; contemination ;*emaining at th; tiac t he -He* nee
ewpfteer i

$) OccF !!eeneee who poseeeeee-residual-redioactiv; .at+ ciel under M*4 -
M-M+4H ; , f c11: wing - th; e xpiention-detr .;pcci fied-in t h; -licen;; hall ;

|a; -14mi t ac t ion; invciviwp-redieettiva a.ctcrial to thc;; sclettd-te
decentomineH on and other setivit4ee-relate d to p;aeperation for rei cano-for
unrestricted uset-end

M--eent4ouc to ccatr;1 catri to res';ricted areae-tmtil thc/ ;r; ;uiteble
for scicae; for uns;;t ri cted--u:: st.d the Cxccutive Acceteri notific; the
Heenece in writ 4ng that the licens; is terminatedy)(1) A soecific license
exoires at the end of the dav on the exoiration date stated in the license unless

j the licensee has flied an acolication for renewal under R313-22-37 no less than
30 davs before the exoiration date stated in the existina license. If an
abolication for renewal has been filed at least 30 days orier to the exoiration
date stated in the existina license, the existina license exoires at the end of
the dcv on which the Executive Secretary makes a final determination to deny the
rer.ewa l anolication or, if the determination states an 3xoiration date. the
exoiration date stated in the determination.

(2) A specific license revoked by the Executive Secretarv exoires at the
end of the day on the date of the Executive Secretary's final determination to
Invoke the license, or on the exoiration date stated in the determination, or as
otherwise orovided by an Order issued bv_the Executive Secretary,

(3) A soecific license continues in ef fect, bevond the exoiration date if
necessarv, with respect to nossession of radioactive material until the Executive
Secretary notifies the 1Acensee in writina that the license is terninated
Durina this time, the lic;nsee shellt

(a) limit actions involvina radioactive material to those related to
decommissioninas and

(b) continue to control entry to restricted arene until they are suitgbig
for release so that there is not an undue hazard to nublic health and safety or
the environment.

(4) Within 60 davs of the occurrence of any of the followina, a licenggg
shall orovide notification to the Executive Secretary in writina of . such
occurrence, and either becin decommissionina its site, on_any seoarate buildina
or outdoor area that contains residual radioactivity so that the buildina or
outdoor area is suitable for release so that there is not an undue hazard to
nublic health and safety or the environment. or submit within 12 montha qf,
notification a decommissionina olan. if recuired by R313-22-36(6). and_becin
decommissionina upon aooroval of that olan if1

(a) the license has exoired oursuant to R313-22-36(1) or (2)s or
(b) the licensee has degiqled to permanentiv cease prineinal activities at

the entire site ot jn any seoarate buildina or outdoor area that contains
reridual radioactivity such that the buildina er outdoor area is unsuitable for
release because of an andue hazard to nublic health and safety or the
environmentr or

(c) no orineinal activities under the license have been conducted for a
ceriod of 24 monther or

(d) no orincioal activities have been conducted for a ceriod of 24 months
in any separate buildina or outdoor area that contains residual radioactivity
such that the buildina or outdoor area is unsuitable for release because of an
undue harard to public health and safety or the environment.

(S) Coincident with the notification recuired by R313-22-36(4), the

licensee shall maint ain in effect all decommissionina financial assurances
established bv. the licensee oursuant to R313-22-35 in con %netion with a license
issuance or renewal or as recuired by R313-22-36. The amo nt of the financial
assurance must he increased, or may be decreased, as anorceriate, to cover the

detailed cost estimate for decommissionina established oursuant to R313-22-
36(7)(d)(v).

(a) A licensee who has not orovided financial assurance to cover the.

. detailed cost estimate submitted with the decommissionina clan shall do so on qr
before Auaust 15. 199h

(b) Followinc acoroval of the decommissionina clan, a licensee may reduce
_the amount of the financial assurance as decommissionina croceeds end

... . _ - - . . . - - . _ . ._ - -. .
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radioloalcal contamination is reduced at the site with the annroval of the j*

Executive Secretary.
6) The Executive Secretary may crant a reauest to extend the time oeriods

estab1 Lehed in M13-22-36 (4 ) if the Executive Secretary determines that this
relief is not detrimental to the oublic health and naf ety and is otherwise in the
Dublic interest. The reauest must be submitted no $ater than 30 devs before
nott fication oursuant to R313-22-36(4). The schedule for decommissionina set
forth in R313-22-36(4) may not commence until the Executive Secretary has made
a determination on the reauest.

|7)(a) A decommissioninc olan shall be submitted if recuired by license
conditton or if the orocedures and activities necessary to carry out
gecommtssionina of the site or seoarate buildina or outdoor area have not been
oreviousiv aboroved by the Executive Secretarv and these crocedures could
increase notential health and safety impacts to workers or to the oublic, such

i as in any of the followina casest
(i) orocedures would involve techniaues not annlied routinelv durina

cleanuo.or maintenanca coarationsi
lii) workers would be enterina areas not normally occunied where surface

contamLnation and radiation levels are sianificantiv hicher than routinely
encountered durina enerations

M .1) orocedures could result in slanificantiv arcater airborne
concentrations of radioactive materials than are creaent durina enerations or

(iv) orocedures could result in sianificantiv creater releases of
radioactive material to the environment than bose associated with oneration.

(b) The Executive Secretary may noorove an alterrit&g , schedule for
submittal of a decommissionina nian reauf red nursuant ,,1p R313-22-36 (4) if the
hecuttve Secretarv determines that the alternative schedule is necessary to the
effeettve conduct of decommissionina enerations and nresents no undue risk from
radiatton to the nublic health and safety and is o the rwi s_ e in the,_nybM,g
interest.

(c) Procedures such as those listed in R313-22-36(7)(a) with notential
health and safety impacts may not be carried out orior to annroval of the i

decommissionina clan.
(d) The cronosed decommissionino Dlan for the rite or senarate buildina

or outdoor area must includer
(1) a descriotion of the conditions of the site or senarate buildinrL,qr

outdoor area sufficient to evaluate the accentability of the nians
(ii) a descrintion of nianned decommist,lonina activitLest
(iii) a descriotion of methods used to ensure nrotectton of workers and

the environment anainst radiation harards durina decommissioninar
fiv) a description ot the olenned final radiation survevr and
(v: an undated detailed cost estimate f or decommissionina. comnarison of

that esttmate with oresent funds set aside for decommissionina, and a olen for
assurina the availability of adeaunte funds for connletion of decommissionina.

(vil For decommissionino nians callina for comnletion of decommissionino
later than 24 months af ter nlan anoroval, the olen shall include a iustification
for the delav based on the criteria in R313-22-36(8).

(c) The pronosed decommissionina plan will be annroved by the Executtve
9ecreterv if the information therein demonstrates that the decommissionina wn11
De completed as soon as oractical and that the health and safety of workers and
the oublic will be adeauntelv nrotected.

(8)(a) Excent as nrovided in F313-22-36(9), licensees shall complete
decommissionina of the site or seoarate buildina or outdoor area as soon as
oractical but no later than 24 months followina the initiation of

decommissionino.
(b) Except as orovided in R313-22-36(9), when decommissionina involves the

entire site, the licensee shall recniest license ternination as soon as oractical
but no later than 24 months followina the initiation of decommingionina.

(9) The Executive Secretary may annrove a reauest for an alternative
| schedule for comcletion of decommissionina of the site or senarate buildina or

outdoor area, and license termination if annrooriate. If the Executive Secretarv
- determines that the alternative 10-warranted by consideration of the f ollowinn t

(a) whether it is technically feasible to complete decommissionina within
i the allotted 24-month neriodt
l

'

|
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(b) whether sufficient waste diseosal caoacity is ava!1able to allow
comoletion of decommissicnina within the allotted 24-month periods

(c) whether a sionificant volume reduction in wastes recuirina disoonal
will be achieved by allowina short-lived radionuclides to decavi

(d) whether a sianificant reduction in radiatLon exoosure to workers can
be achieved bv allowina short-lived radionuclides to decavi,And

(e) other site-soccific f actors which the Executive Secretary may consider
aooroorlate on a case-by-case hg11s such as the reculatory recuirements of other
covernment aaencies. lawsuits. cround-water treatment activities. _ monitored
natural around-water restoration, actions that could result in more environmental
harm than def erred cleanuo, and other f actors bevond the control of the licensee.

(10) As the final sten in decommissionina, the licensee shall
(al certify the disoosition of all licensed material, includina

accumulated wastes, by submittina a comoleted Form DRC-14 or eouivalent
informations and

_( b ) conduct a radiation survey of the .. oremises where the licensed
activities were carried out and submit a recort of the results of thi s survev
unless the licensee demonstrates that the oremises are suitable fo; release in
gome other manner. The licensee shall. as acorooriater

(i) reoort levels of aamma radiation in units of millisieverts
(microroentam) Der hour at one meter from surfaces, and recort levels of
radioactivitv. includina aloha and beta, in unitr of mecabecouerels
Jdisintearations ner minute or microcuries) Der 100 souare centimeters--removable
and fixed-- f or surf aces, meaabecauerels (microcuries) Der milliliter for water,
and becouerels (nicoeuries) Der oram for solids such as soils or concreter and

(111 soecify the survey instrument (s) used and certify that each
instrument is oronerlv calibrated and tested.

(11) Soecific licenses. includina exoired licenses, will be terminated by
written notice to the licensee when the Executive Secreterv determines thatt

(a) radioactive material has been oronerly disoosedt
(b) reasonable effort has been made to eliminate residual radioactive

contamination. if nresents and
(c)(1) a radiation survev has been oerformed which demonstrates that the

oremises are suitable f or release so that there is not an undue hazard to oublic
health and safety or the environmenti or

(ii) other information submitted by the licensee is bufficient to
demonstrate that the oremises are suitable for release so that there is not an
undue hatard to oublic health and safety or the environment.

R313 22-37, Renewal of Licnnses.
(1) Application [e] for renewal of a specific license (s) shall be filed 2n

a form orescribed bv the Executive Secretarv and in accordance with R313-22-32. |
?) In-essee-4ewhid r licens;c, h;; filed an application in prepcr form

for .sn wal or for e new lic n:c authorizing th; ;;;; ::tivitics, ns 1;;; than
30-days prics to expir;tica of-th; cxisting licens;, th; cxisting licen;c shall
n;t expisc-until th ;pplicettica h;; b ;n finally determin;d by th: Ex;cutive
Cecretary.]

R313-22-30. Amendment of Licenses at Request of Licensee.
Applications for amendment of a license shall be filed in accordance Nith

R313-22-32 and shall specify the respects in which the licensee desires the
license to be amended and the grounds for the amendment.

R313-22-39. Executive secretary Action on Applications to Renew or Amend.
In considering an application by a licensee to renew or amend the license,

the Executive Secretary will use the criteria set forth in R313-22-33, R313-22-
50, and R313-22-75 and in R313-25, R313-32, R313-34. R313-L6, or R313-38, as
applicable,

, R313-32-50. Special E quirementLe for specific Licenses of Broad scope.
Authority to trar ter possession or control by the manuft.cturcr, processor,

or producer of any equipment, device, commodi ty or other product containing
byproduct material whose subsequent possession, use, transfer and disposal by all
other persons who are exempted f rom regulatory requirements oay be obtained only
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from the U,s. Nuclear Regulatory Commission, Washington, D.C. 20555.*

(1) The different types of broad licenses are set forth belows
(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 phycical 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 R313-22-100 for
any authorized purpose. The possession limit for e Type D broad license, if only
one radionuclide is possessed thereunder, is the quantity specified for that
radionuclide in R313-22-100, Column I. If two or more radionuclides are
possessed thorounder, the possession limits are determined as follows: For each
radionuclide, determine the ratio of the quantity possessed to the applicable
quantity specified in R313-22-100, Column I, for that radionuclide. The sum of
the ration for the radionuclidos possessed under the license shall not exceed
unity.

(c) A ' Type C specific license of broad reope' is a specific license
authorizing r eceipt, acquisition, ownership, possrssion, use and transfooof any
chemical or physical form of radioactive matetici specified in R313-22-100, for
any authorized purpose. The possession limit f or a Type C broad license, if only
one radionuclide is possessed thereunder, is the quantity specified for that
radionuclide in R313-22-100, Column II. If two or more radionuclides are
possessed thereunder, the possession limits are determined as follows: For each
radionuclide, determine the ratio of the quantity possessed to the applicable
quantity specified in R313-22-100, Column II, for that radionuclide. The sum af '

the ration for tha radionuclides possessed under the license shall not exceed
unity.

(2) An application for a Type A specific license of broad scope shall be
approved if all of the following are complied withs

(a) the applicant satisfies the general requirements specified in R313-22-
33:

(b) the applicant has engaged in a reasonable number of activities
involving the use of radioactive material; and

(c) the applicanc has established administretive controls and provisions
relating to organization and management, procedures, Recordkeeping, material
control and accounting, and management review that are necessary to assure safe
operations, including:

ety committee composed of such(i) the establishment of a radiatior t

persons as a radiation safety officer, a .resentative of management, and
persons trained and experienced in the safr uso of radioactive materials

(ii) 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; ard

(iii) the establishment of appropriete administrative procedures to
assures

(A) control of procurement and use of radioactive material,
(B) completion of safety evaluations of proposed uses of rrdioactive

material which take into consideration such matters as the adequacy of focilities
and equipment, training and experience of the user, and the operating or handling
procedures, and

(C) review, approval, and recording by the radiation safety committee of
safoty evaluations of proposed uses prepared in acco~ lance with R313-22-
50 (2 ) (c) (iii) (B) prior to use of the radioactive material.

(3) An application for a Type B specific license of broad scope shall be
approved if all of the following are complied with:

(a) the applicant satisfies the general requirements speci fied in R313-22-
33;

(b) the applicant has established administrative controls and provisions
relating to orgar.f ration and -Snagement , procedures, recordkeeping, material
control and accounting, and ma jement review that are necessary to assure safe
operations, including:

(i) the appointment of a radiation safety of ficer who is qualified by

_ __ _ _ _ - _ _ _ _ _ _ _ _ _ _ - _ _ _ _ . _ __--_--_____________ _ _ - __
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training and experience in radiat ton protection, and who is available for advice ,

and assistance on radiation safety matters; and !

(ii) the establishment of appropriate administrative procedures to assures !

(A) contro) of procurement and use of radioactive material,
(B) complet. ion of safety evalt.ations of proposed uses of radioactive

material which take into consideration such matters as th. adequacy of f acilities !

and equipment, training and experience of the user, and the operating or handling
procedures, and-

(C) review, approval, and recording by the radiation safety officer of
safety evaluations of proposed uses prepared in accordance with R313-22-
50(3)(b)(iii)(B) prior to use of the radioactive material.

(4) An application for a Type C specific license of broad scope shall be
a pproved, it s

(a) the applicant satisfies the general requirements specified in R313-22-
33; i

(b) the app;icant submits a statement that radioactive material will be |
used only by, or under the direct supervision of individuals, who have received:

(1) a college degree at the bachelor level, or equivalent training and
experience, in the physical or biological sciences or in engineering; and,

(ii) at least forty hours of training and experience in the safe handling
of radioactive saaterial, and in the characteristics of ionizing radiation, units

,

t

of radiation dose and quantities, radiation M ection instrumentation, and -i
bios 3gical hazards of exposure to radiation appropriate to the type and forms of

'
,

radioactive material to be used; and
(c) the applicant has established administrative controls and provisions

relating to procurement - of radioactive material, procedures, recordkeeping,
material control and accounting, and management review necessary to assure safe
operations.

(5) Specific licenses of broad scope are subject to the following
conditions:

(a) unless specifically authorized by the Executive Secretary, persons
licensed pursuant to this section shall nots

(i) conduct tracer studies in the environment involving direct release of
radioactive materials

(ii) receive, acquire, own, possess, use, or t.ransfer devices containing
100,000 curies (3.7 PBq) or more of radioactive material in sealed sr.,urces used
for irradiation of materials;

(iii) conduct activities for which a specific license issued by the
Executive Secretary under R313-22-75, R313-25, R313-32 or R313-36 is required;
or

(iv) add 3r cause the addition of radioactive material to a food,
beverage, cosmetac, drug or other product designed for ingestion or inhalation
by, or application to, a human being.

(b) Type A specific licensea of bwad scope issued under R313-22 shall be
subject to the condition that radioactive material possessed under the license
may only be used by, or undsr the direct supervision of, individuals approved by
the licensee's radiation safety committee.

(c) Type B specific license of broad scope issued under R313-22 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) Type C specific license of broad scope issued under R313-22 shall be
subject to the condition that radioactive material possessed under the license
taay only be used, by or under the direct supervision of, individuals who satisfy
the requirements of R313-22-50(4).

R313-22-75. Specisi Requiresnents for a Specific License to Manufacture,
Assemble, Repair, or Distribute Comunodities, Products, or Devices which contain
Radioactive Material. ..

(1) Licensing the introduc. tion of radioactive material into products in
.

exempt concentrations.
(a) In addition to the requirements set forth in R313-22-33, 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 to be

,

_ _ _ _ _ _ _ _ _ _ _ _ . _ . ._ _ __ .. . _ _ _ _ _ _ _ _ _ _ . , _ _ ___ _ _ _ _ . , _ _ _ _ _ _ . _ _ _ . _ . _ _ _ _ _ _ _ _
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transferred to persons exempt under R313-19-13(2)(a) will be issued ifs-

(i) the applicant submits a description of the product or material into
which the radioactive material will be introduced, intended use of the
radioactive material and thi product or material into which it is introduced,
method of introduction, initial concentration of the radioactive naterial 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 radioactive material in the product or material at the time
of transfers and i

(ii) the applicant provides reasonable assurance that the concentrations
of radioactive material at the time of transfer will not exceed the
concentrations in h313-19-70, that reconcentration of the radioactive material
in concentrations exceeding those in R313-19-70 is not likely, that use of lower
concentrations is not feasible, and that the product or material is not likely
to be incorporated in eny food, beverage, cosmetic, drug or other commodity or
product designed for ingestion or inhalation by, or application to a human being.

(b) Persons licensed under R313-22-75(1) shall file an annual report with
the Executive Secretary which shall identify the type and quantity of products
or materials into which radioactive material has been introduced during the
reporting periodt name and address of the person who owned or possessed the
product and material, into which radioactive material has been introduced, at the
time of introductions the type and quantity of radionuclide introduced into the

*

product or materials and the initial concentrations of the radionuclide in the
product or material at time of transfer of the radioactive material by the
licensee. If no transfers of radioactive material have been made pursuant to

; R313-22-75(1) during the reporting period, the report shall so indicate. The
report shall cover the year ending June 30, and shall be filed within thirty days
thereafter.

; (2) Licensing the distribution of radioactive material in exempt
quantities. Authority to transfer possession or control by the manufacturer,
processor or producer of equipment, devices, commodities or other products4

containing byproduct material whose subsequent possession, use, transfer, and
'

disposal by other persons who are exempted from regulatory requirements may be
obtained only from the U.S. Nuclear Regulatory Commission, Washington, D.C.
20555.

(a) An application for a specific license to distribute naturally
occurring and accelerator-produced radioactive material (NARM) to persons
exempted from these rules pursuant to R313-19-13(2)(b) will be approved i":

(i) the radioactive material is not contained in a food, beverage,
cosmetic, drug or other commodity designed for ingestion or inhalation by, or
application to, a human beings

(ii) the radioactive material is in the form of processed chemical
alements, compounds, or mixtures, tissue samples, bioassay samples, counting
standarda, plated or encapsulated sources, or similar substances, identified as
radioactive and to be used for its radioactive properties, but is not
incorporated into a manufactured or assembled commodity, product, or device
intended for comr ercial distributions and

(iii) the applicant submits copies of prototype labels and brochures and
the Executive Secretary approves the labels and brochuress

(b) The license issued undar R313-22-75(2)(a) is subject to the following
conditions:

(i) No more than ten exempt quantities shall be sold or transferred in a
- single transaction. However, an exenpt quantity may be composed of fractional
parts of one or more of the exempt quantities provided the sum of the fractions
shall not exceed unity.

(ii) Exempt quantities shall be separated and individually packaged. No
more thar, ten packaged exempt quantities shall be contained in any outer packagc
for transfer to persons exempt pursuant to R313-19-13(2)(b) . The outer package

,

j- shall not allow the dose rate at the enternal surface of the package to exceed
0.5 millirem (5.0 usv) per hour.,

'

(iii) The immediate container of a qaantity or separately packaged
fractional quantity of radioactive material shall bear a durable, legible label
whichi

l
i
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(A) identifies the radionuclide and the quantity of radioactivity; and
(B) bears the words ' Radioactive Material.'
(iv) In addition to the labeling information required by R313-22-

75(2)(b)(iii), the label af fixed 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 11ot for iluman Use --

Introduction into Foods, Beverages, Cosmetics, Drugs, or Medicinals, or into
Products Manufactured for Commercial Distribution is Prohibited Exempt-

Quantities should ! Jot De combined;* and
(C) set forth appropriate additional radiation safety precautions and

instructions relating to the handling, use, storage and disposal of the
radioactive material.

(c) Persons licensed under R313-22-75(2) shall maintain records
identifying, by name and address, persons to whom radioactive material is
transferred for use under R313-19-13(2)(b) or the equivalent regulations of a
Licensing State, and stating the kinds and quantities of radioactive material
transferred. An annual summary report stating the total quantity of radionuclides
transferred under the specific license shall be filed with the Executive
Secretary. Reports shall cover the year ending June 30, and shall be filed
within thirty days thereaf ter. If no transfers of radioactive material have been
made pursuant to R313-22-75(2) during the reporting period, the report shall so
indicate.

(3) Licensing the incorporation of naturally occurring and accelerator-
produced radioactive material (!JARM) into gas and aerosol detectors. An
application for a specific license authorizing the incorporation of !JARM into
gas and aerosol detectors to be distributed to persons exempt under R313-19-
13(2)(c)(iii) will be approved if the application satisfies requirements
equivalent to those contained in 10 CFR 32.26. The maximum quantity of radium-
226 in each device shall not exceed 0.1 microcurie (3.7 kBq).

(4) Licensing the manuf acture and distribution of devices to persons
generally licensed under R313-21-22(4).

(a) An application for a specific license to manufacture or distribute
devices containing radioactive naterial, excluding special nuclear material, to
persons generally licensed under R313-21-22(4) or equivalent regulations of the
U.S.11uclear Regulatory Commission, an Agreement State or a Licensing State will
be approved if

(1) the applicant satisfier .be general requirements of R313-22-33;
(ii) the applicant submits ad.icient information relating to the denign,

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
rsdiological 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 a person will
receive in one year, a dose in excess of ten percent of the annual limits
specified in R313-15-201(1), and

(C) under accident conditions, such as fire and explosion, associated with
handling, storage and use of the device, it is unlikely that a person would
receive an external radiation dose or dose commitment in excess of the following
organ doses:

TABLE

Whole boF head and trunk;
active bb forming organs;
gonads; o ens of eye 15 rems (150.0 mSv)

'

Hands and forearms;
feet and ankles;
localized areas of skin
averaged over areas no

_ _ _ _ _ _ , ._ ____ _ . . _ . _ _ _ . . ___ _ _ _ _ _ _ , . . _ _ __ _ _ _ - . _
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1arger than one square*

contimeter 200 rems (2.0 Sv)

Other organs 50 rems (500.0 msv); and

(iii) each device bears a durable, legible, clearly visible label or
labels approved by the Executive Secretary, which contain in a clearly identified
and separate statements

(A) instructions and precautions necessary to assure safe installation,
operation and servicing of the devices docunents such as operating and service
manuals may be identified in the label and used to provide this information,

(B) the requirement, or lack of requirement, for leak tetting, or for
testing an 'on-of f' rnechanism and indicator, including the inaximum time interval
for testing, and the identification of radionctive material by radionuclide,
quantity of radioactivity, and date of determination of the quantity, and

(C) tne information called for in one of the following statements, as
appropriate, in the same or substantially similar forms

(I) 'The receipt, possession, use and transfer of this device, Model No.
Serial No. are subject to a general license or the. . .,..... .,

equivalent, and the regulattens of the U.S. Nuclear Regulatory Commission or a
state with which the U.S. Nuclear Regulatory Comnission 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.' The label shall be printed with the words ' CAUTION -RADIOACTIVE
MATERIAb' and the name of the manufacturer or distributor shall appear on the
label. The model, serial number, and name af the manuf acturer or distributor may
be omitted from this label provided the information is elsewhere specified in
labeling affixed to the device.

(II) 'The receipt, posussion, une and transfer of this device, Model No.
Seria) No. are subject to a general license or the. .......

equivalent, and the Acgulations of a Licensing State. This label shall be
maintained on the devi w in a legible condition. Removal of tMa label is
prohibited.' The label shall be printed with the words ' CAUTION - RADIOACTIVE
MATERIAL" and the name of the manufacturer or distributor shall appear on the
label. The model, serial number, and name of the manuf acturer or distributor may
be omitted from this label provided the infor nation is elsewhere specified in
labeling affixed to the device.

(b) In the event the applicant desires that the device be required to be
tested at intervals longer than six months, either for proper operation of the
'on-ofI' rnechanism and indicator, if any, or for leakage of radioactive material
or for both, the applicant shall include in the application sufficient
information to demonstrate that a longer interval is justified by performance
characteristics of the device or similar devices and by design features which
have a significant bearing on the probability or consequences of leakage of
radioactive material from the device or failure of the 'on-off' mechanism and
indicator. In determining the acceptable interval for the test for leakage of
radioactive material, the Executive Secretary will consider intormation which
includes, but is not limited to

(i) primary containment, or source capsules
(ii) protection of primary contaitunents
(iii) method of scaling containment;
(iv) containment construction materials;
(v) form of contained radioactive material;
(vi) maximum t, -rature withstood during prototype tests;
(vii) maximum pt, 9 withstood during prototype tests;
(viii) maximum quau of contained radioactive material;
(ix) radiotoxicity or wntained radioactive material; and
(x) operating experience with identical devices or similarly designed and

constructed devices.
(c) In the event the applicant desires that the r,eneral licensee under

R313-21-22(4), or under equivalent regulations of the U.S. Nuclear Pagulatory
Commission, an Agreement State or.a Licensing State be authorized to install the*

device, collect the sample to be analyzed by a rpecific licensee for leakage of
radioactive material, service the device, test the 'on-off* mechanism and

- - - _ - _ - _
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indicator, or remove the device from installation, the applicant shall include
in the application written instructions to be followed by the general licensee,
estimated calendar quarter doses associated with this activity or activities, and
basis for these estimates. The submitted information shall 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 unlik sly to cause that individual to
receive a dose in excess of ten percent of the annual limits specified in R313-
15-201(1).

(d) Persons licensed under R313-22-75(4) to distribute devices to
generally licensed persons shall:

(i) furnish a copy of the general license contained in R313-21-22(4) to
each person to whom the person directly et through an intermediate person
transfers radioactive material in a device for use pursuant to the general
license contained in R313-21-22(4);

(ii) furnish a copy of the general license contained in the U.S. Nuclear
Regulatorv Commission's. Agreement State's, or Licensing State's regulation
equivalent to R313-21-22 (4) , or alternatively, furnish a copy of the general
license contained in R313-21-22 (4) to each person to whom he directly or through
an intermediate person transfers 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
R313-21-22(4) is furnished to such a person, it shall be accompanied by a note
explaining that the use of the device in regulated by the U.S. Nuc14.ar Regulatory
Commission. Agreement State or Licensing State under requirements substantially
the same as those in R313-21 .2(4);

(iii) report to the Execm ive Secretary all transfers of such devices to
persons for use under the general license in R313-21-22(4). The reports shall
identify the general licensee by name and address, un individual by name or
position who may constitute a point of contact between the Executive Secretary
and the general licensee, the type and model number of device transferred, and
tne quantity and type of radioactive material containec in the device. If one
er more intermediate persons will temporarily possess the device at the intended
place of use prior to its possession by the user, tha 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
generally licensed under R313-21-22(4) during the reporting period, the report
shall no indicate. The report shall cover each calendar quarter and shall be
filed within thirty days thereafter;

(iv) furnish reports to other agencies.
(A) Beport to the U.S. Nuclear Regulatory Commission all transfers of

those devices to persons for use under the U.S. Nuclear Regulatory Cort:nission
general license in 10 CFR 31.5.

(D) Report to the responsible State agency all transfers of devices
manufactured and distributed pursuant to R313-22-75(4) for use under a general
license in that State's reguletions equivalent to R313-21-22(4).

(C) The reports shall identify each general licensee by name and address,
an individual by name or position who may constitute a point of contact between
the responsible agency and 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 relationchip to the intended user. The report shall be submitted
within thirty days after the end of each calendar quarter in which a device is
transferred to the generally licensed person.

(D) If transf ers have not 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.

(E) If transfers have not been made to general licensees within a
.

particular state during the reporting period, this information shall be reported
to the responsible state agency upon request et that agency; and

(v) keep records showing the name, address and the point of contact for
each general licensee to whom the person directly or through an intermediate

- _____
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person transfers radioactive material in devices for use pursuant to the general'

license provided in R313-21-22 (4), or equivalent regulations of the U.S. Nuclear
Regulatory Commission, an Agreerant State or a Licensing State. The records
shall show the date of each transfer, the radionuclide and the quantity of
radioactivity in each device transferred, the identity of intermediate persons,
and corepliance with the report requirements o 9313-22-75(4).

(5) Special requirements for the mant..acture, assembly or repair of
luminous safety devices fnr use in aircraft. 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
generally licensed under R313-21-22(5) will be approved if

(a) the applicant satisfies the general requirements of R313-22-33; and
(b) the applicant satisfies the requirements of 10 CFR 32.53 through 32.56

and 32.101, or their equivalent.
(6) Special requirements for license to manufacture calibration sources

containing americium-241, plutonium or radium-226 for distribution to persons
generally licensed under R313-21-22(7). An application for a specific license
to manufacture calibration and reference sources containing americium-241,
plutonium or radium-226 to persons generally licensed under R313-21-22(7) will
be approved if

(a) the applicant satisfies the general requirements of R313-22-33; and
(b) the applicant satisfies the requirements of 10 CFR 32.57 through

32.59, 32.102 and 10 CFR 70.39, or their equivalent.
(7) Mcnufacture and distribution of radioactive material for certain in

vitro clinical or laboratory testing under general license. An application for
a specific license to manufacture or distribute radioactive material for use
under the general license of R313-21-22((G)2) will be approved ift

(a) the applicant satisfies the general requirements specified in R313-22-
33;

(b) the radioactive natorial is to be prepared for distribution in
prepackaged units of

(i) iodine-125 in units not exceeding ten microcuries (370.0 kBq) each;
(ii) iodine-131 in units not exceeding ten microcuries (370.0 kBq) each;
(iii) carbon-14 in units nct exceeding ten microcuries (370.0 kBq) each;
(iv) hydrogen-3 (tritium) in units not exceeding 50 microcuries (1.85 MBq)

each;
(v) iron-59 in units not exceeding 20 microcuries (740.0 13q) each;
(vi) cobalt-57 in units not exceeding ten microcuries (370.0 kBq) each;
(vii) selenium-75 in units not exceeding ten microcuries (370.0 kBq) each;

or
(viii) mock iodine-125 in units not exceeding 0.05 microcurie (1.85 kBq)

of iodine-129 and 0.005 microcurie (185.0 Bq) i americium-241 each;
(c) prepackaged units bear a durable, clearly visible label:
(i) identifying the radioactive contents as to chemical form and

radionuclide, and indicatin; that the amount of radioactivity does not exceed ten
microcuries (370.0 kBq) of iodine-125, iodine-131, carbon-14, cobalt-57, or
selenium-75; 50 microcuries (1.85 MBq) of hydrogen-3 (tritium); 20 microcuries
(740.0 kBq) of iron-59; or Hock Iodine-125 in units not exceeding 0.05
microcuries (1.85 kBq) of iodine-129 and 0.005 microcurie (185.0 Bq) of
emericium-241 each; and

(ii) displaying the radiation caution symbol described in R313-15-901 and
the words, ' CAUTION, RADIOACTIVE MATERIAL", and 'Not for Internal or External Use
in Humans or Animals';

(d) one of the following statements, as appropriate, or a substantially
similar statement which contains the info n tion 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 packages

(i) 'This radioactive material (mafishall be received, acquired, possessed
and used only by physicians, veterinarians, clinical laboratories or hospitals
and only for in vitro clinical or laboratory testa 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 U.S. Nuclear Regulatory Commission has

I
|

_ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ _
-



.

.

*
.

.

.

entered into an agreement for the exercise of regulatory authority. [A--9he-come
of-memefeeteree-ehall- be printed-en-the-hbeh)

. . . ., , .

Name of Manufacturer *
(ii) *This radioactive material [maylshall be received, acquired,

possessed and used only by physicians, veterinarians, clinical laboratories or
honnitals 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.(" "'h c name-of-momifeet ree-shall bc pehted-cn the lebeb-end)

_ .. . .... .. .

Name of ManufactueeI*
(e) 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 radioactive material. In the case of the
Hock Iodine-125 ref erence or alibration source, the inforTnation accompanying the
source shall also contain directions to the licensee regarding the waste disposal
requirements cet rut in R313-15-1001.

(8) Licensing the manufacture and distribution of ice detection devices.
An application for a specific license to manuf acture and distribute ice detection
devices to persons generally licensed under R313-21-22([9)i.Q) will be approved
if:

(a) the applicant satiefies the general requirements of R313-22-33; and
(b) the criteria of 10 CFR 32.61, 32.62, 32.103 are met.
(9) Manufacture and distribution of radiopharmaceuticals containing

radioact.ive material for medical use under group licennes.
.(p_1. An application for a specific license to manufacture and distribute

radiopharmaceuticals containing radioactive material f or use by persons licensed
pu r suant to R313 - 32 (-M-for-the-use s l i s t e d in -n1H 3 2 2 00, n31 ? 32 2 %-end-RM+-
M-BM] will be approved it s

([nli) the applicant satisfies the general requirements specified in R313-
22-33;

(lblii) the applicant sobaits evidence that the annliennt is at least one
of the followina:

Hi; t he-rodiopharmoecut i cal conte 4*ing-redica c t i ve ratcrial . M4-be
momifecturedy-lobeled-end-peekaged-4.. -. Anec with the rcac ral--roodr--Drug-end
Geometie-Aet or the Niblic ::calth Cervicc '.c t , curh c.s a ncw drug appHeat4en
4 HDAt-approv - d by t he U . % Toca cad- Orug- Adminietration-finA) , cr a "NeHee-of
Gleined-Invest 49at4enal P.xcrpbica f or a Mc; Drug" ' IND)--tha t -- ha s bc c m a c c c p t e d
by th- PDA, cre

(ii) "'h c ma nu foetu re--end-dieteibu Hen-o f--th e radiepharmaceudeal-
eente4ning-endienebive-materiel is not subject to the redcral roca, Drug and
Geomatic Act and the M*bH e-Heeltr Ocrvic; 'ct,.

(c) the appHenne-eubmi+e-rnformation on the radienueH&, chemice4-end
physical-fe. ... , , .koging ine-luding maximum activity pcr packagc, and shield hg
provided by the paekoging cf the radioactivc roterial which -ia approprinte-for
ca fe-hond Hng-end-eterote of-endiephe. ._ _ i ca l s by g r ou p -- l i c c a c c c a , cad

(d) the icbel-nf-f4med to cach package of the radiepharr .ccutical containe
informaH e n on the-codhnueHdc , quant 4 ty and datc of assay, nd- the lebel-
of44xcd to the paekogc, or the Ica Het cr brochr ee-whi ch accompanic; cach
pochevc, containa a stetement-that-- t r e radiephermaceuticci is Meenec-d- by the
lheceuHvc Occretory for distributica to pcreens liccased pureuant to- n!!3 32 10
fer the usee--44et e d in n313 32 100, n313 32 2M -end n313 32 300, cr under
equivoient-regtrletiens of-the U.C. Nuclear neguletery-eemmicolon, an Agrccmcnt
stet c cr a Liceneing Ctatc . The labele, '.caflets er brcchurc; rcquirca by n313
92 75(0) arc in--cadi t i on to the-lobcl i ng required by tho- rood and -- Orug
Admhiet-ret-i ca (PD'.) and-thcy mag bc ;rparatc f rca c r, . ith th approval of PDA,
r.ay bc ccabinca .;1th th; labeling regaired by r4Wr) ( A) reoistered or licensed
with the U.S. Food and Drua Administration (FDA) as a drua manufacturer;

(B) reoistered or licensed with a state acency as a drua manufacturer;
(C) license (. as a charmacy by a itate Board of Pharmaev; or

- .
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(D! oneratina_as a nucleer charmacy within a medical institution.*

(i Li) the annlicant submits inf ormation on the radionuclides the chemical
and ohvsical forms the maximum activity ner vial, svrince, cenerator. or other
container of the radioactive druns arid the shieldina nrovided by the packacina
to show it is anoronriate for the safe handlina and storace of the radioactive
druos by medical use licenseest and

(iv) the annlicant satisfies the followina labelina recuirements:
(A) A label is affixed to each transnort radiation shie)d. whether it is

constructed of lead, class, nlastic, or other material. of a radioactive drua to
be transf erred f or commercial distribution. The label rnust include the radiation
symbol and the words 'CAUTIOfL RADIOACTIVE MATERIAL * or ' DANGER. RADIOACTIVE
MATERIAL'1 the name of the radioactive drua or its abbreviations and the cuantity
of radioactivity at a snecified date and time. For radioactive drucs with e half
life arcater than 100 d,nys, the time may be omitted.

M1) A label is affixed to each syrince, vial, or other container used to
hold a radioactive druo to be transf erred for commercial distrjbution. The label
must include the radiation svrrbol and the words ' CAUTION. PlsDIOACTIVZ MATERIAL'
or * DANGER _ RADIOACTIVE MATERIAL * and an identifier that ensures that the
nyrince, vial, or other container can be correlated with the information on the
transnort radiation shield label.

(b) A licensee described by R313-22-75(9)(a){11)(C) or (D):
(1) May nrenare radioactive druan f or medical use, as defined in R313-32-

2. nrovided that the radioactive druc is nrenared by either an authorized nuclear
charmacist, as noecified in R313-22-75 (9) (b) (ii) and (iii), or an individual
ynder the sunervision of an authorized nuclear charmacist as snecified in R313-
32-25.

(ii) May allow a charmacist to work as an authorized nucicar charmacist

ill
(A) this individuni cualifies as an authorized nuclear charmacist as

defined Ln R313-32-21
(E) this inuividua1 meets the recuirements snecified in R313-32-980(2) and

R 31 ". - 3 2 - 9 7 2 and the licensee has received an anoroved license amendment
identifvina this individual as an authorized nuclog charmacist1 or

(C) this individual in desinnated as an authorized nuclear charmacist in
accordance with R313-22-75(9)(b)(iii).

(iii) The actions authori zed in R313-22-75 (9) (b) (i) and (ii) are permitted

in snite of more restrictive lanaunce in license conditions.
(iv) May desionate a nharmacist. as defined in R313-32-2, as an authorized

nuclear nharmacist if the individual is_ identified as of January 1. 1997 as an
' authorized user' on a nuclear nharmacy license issued by the Executive Secretary
under R313-22-75(9).

(v) Shall provide to the Executive Secretary a coriv of each individual's
certification by the Board of Pharraceutical Snecialties. the U.S. Nuclear
Reculatory Commission or Agreement State license, or the permit issued by a
licensee of broad econe, and a cony of the state charmacy licensure or
recistration, no later than 30 days after thg_ M te that the licensee allows.
nursuant to R313-22-75(9)(b)(ii)(A) and (B). the individual to work as an
authorized nuclear charmacist.

(c) A licensee shall nossess and use instrumentation to measure the
radioactivity of radioactive druas. The licensee shall have nrocedures for use
of the instrumentation. The licensee shall measure bv direct measurement or by
combination of measurements and calculations, the amount of radioactivity in
,dosaaes of aloha . beta or photon-emittino radioactive drucs nrior to transf er
for commercial distribution. In addition. the licensee shalli

til nerf orm tests bef ore initial use, neriodically, and f ollowino renair.

on each inntrument for accuraev. linearity. and neometry dependence, as
goronriate f or the use of the instrument ; and make adiustments when necessarvi
AIld

(ii) check each instrument for constancv and nroner operation at the
becinnina of each day of use.

_ d) Nothint in R313-22-7 5 (9) relieves the licensee f rom comnivina with(
annlicable FDA. or Federal, and State recuirements coverpina radioactive drucs.

(+10t--Manufact u r c and distribution of gcncretorr or scagcat kite-fe e
prepeention of radiopharmaccuticnia -

---__ - -_-- -_ _ - _-_ - _ _ _ - _ _ - _ __- - _ _ - _ _
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prcpcration of radiopharmaccutical: containing radicactive matcrial as part of
it: liccasing a-.' rcguictic;. cf the uscr; cf radicactivc matcrich)

( [i-1-]lq) Manufacture and distribution of sources or devices containing
radioactive material for medical use. An application for a specific licence to
manufacture and distribute sources and devices containing radioactive material
to persons licensed pursuant to R313-32-18 for use as a calibration or reference
source or for the uses listed in R313-32-400 and R313-32-500 will be approved if:

(a) the applicant satisfies the general requirements in R313-22-33;
(b) the applicant submits sufficient information regarding each type of

source or device pertinent to en evaluativn of its radiation safety, including:
(i) the radioactive material contained, its chemical and physical form and

amount,
(ii) details of design and construction of the sottrce or device.

' (iii) pro':edures for, and results of, proto type tests to demonstrate that
the source or device will 3aintain its integrity under stresses likely to be
encountered in normal use and accidents,

(iv) for devices containing radioactive material, the radiation profile
of a prototype device,

(v) details c,f qualis.y control procedures to assure that production
sources and devices meet the atendards of the design and prototype tests,

K
.

(vi) procedures and stenoa,rds for calibroting sources and devices,
(vii) legend and methods'for labeling sources and devices as to * heir

7 radioactive contors, and
(viii) instructions for handling and storing the source or device from the

radiation safety standpoint, these instructions are to be included on a nrable |

:
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lehel attached to the source or device or attached to a permanent storage'

container for the sourc, or device; provided that instructions which are too
lengthy for a label may be summarized on the label and printed in detail on a
brochure which is referenced on the label; *

(c) the label af fixed to the source or device, or to the permanent storage
container for the source or device, contains information on the radionuclide,
quantity and date of assay, and a statement that the source or device is licensed
by the Executive Secretary for distribution to persons licensed pursuant to R313-
32-18, n313-32-400, and R313-32-500 or under equivalent regulations of the U.S.
Nuclear Regulatory Commission, an Agreement State or a Licensing State; provided
that labelit.g for sources which do not require long term storage may be on a
leaflet or brochure which accompanies the source;

(d) in the event the applicant desires that the sourca or device be
required to be tested for leakage of radioactive material at intervals longer

i

than six months, the applicant shall include in the application sufficient
information to demonstrate that a longer interval is jur.tified by performance
characteristics of the pource or device or similar sources or devices and by
design features that have a significant bt.a ring on the probability or
consequences of leakage of radioactive material from the source; and

(e) in determining the acceptable interval for test of loakage of 9
"radioactive material, the Executive Secretary shall consider informatian that

includes, but is not limited to
(i) primary containment or source capsule,
(ii) protection of primary containment,
(iii) method of see. ling centainment,
(iv) containment construction materials,
(v) fcrm of contained radioactive waterial,
(vi) me<imum temperature withstood during prototype. tests,
(vii) maximum pressure withstood during prototype tessts,
(viii) maximum quantity of contained radioacti- .corial,

(ix) radiotoxicity of contained radioactive mater;al, and
(x) operating experience with identical sources or devices or similarly

designed and constructed sources or devices.
((W)n) Requirements for license to manuf act are and distribute industrial

'

products containing depleted uranium for mass-voli ne applications.
(a) An application for a specific licenki to manuf acture industrial

and revices containing depleted uranium for use pursuant to R313-21-product 1 i

21(4) or equivalent regulations of the U.S. Nuclear Regulatory Commission c; an
Agreement State will be approved if

(i) the applicant satisfies t he general rNuirements specified in R313-22-
33;

(ii) the applicant submits suf ficient information relating to the deuign,
manuf actt: e, prototype testing, quality control procedurec, labeling or marking,
proposed uses and potential hazards of the industrial product or .avice to
provide reasonable assurance that possession, use or transfer of the depleted
uranium in the product or device is not likely to cause an individual to receive
a radiation dose in excess of ten percen of the annual limits :,pecified in R313-
15-201.[H and

(iii) the applicant submits sufficient information regarding the
industrial product or device and the presence of depleted uranium for a maso-
volume application in the product or device to provido reasonable assurance that
unique benefits will accrue to the public because of the usefulness of the
product or device.

#(b) In the case of an industrial product or device whose unique benefits
are questionable, the Executive Secretary will approve an application for e
opecific license under R313-22-75([12)n) only if the product or device is fot.ad
to combine a high degree of utility and low probability of uncontrolled disporal
and dispersal of significant quantities of depleted uranium into the environment.

(c) The Executive Secretary may denv an application for a specific license
undet r313-22-75((H) n) if the end use of the industrial product or device
cannot ?'s reasonably foreseen.

- ( 1) Persons licenraed pursuant tc R313-22-75([H]n) (a) shall:
(i) aintain the level of quality control required by the license in the

manufacture of the industrial product or device, and in the installation of the

._____________-_-_________________ _ ___ _ - _____ ___ - __ _ a
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depleted uranium into the product or device;
(ii) label or mark each unit to:
(A) identify the manufacturer of the product or device and the number of

the license under which the product or device was manuf actured, the f act that the
product or device contains depleted uranium, and the quantity of depleted urar.ium
in each product or device; and

(B) 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 en Agreement States

(iii) assure that the uranium before being installed in each product or
device has been impressed with the following legend clearly legible through a
plating or other covering: " Depleted Uranium";

(iv) furnish to each person to whom depleted uranium in a producs
device is transferred for use pursuant to the general license contained in R31#

,

21-21(4) or its equivalent:
(A) a copy of the general license contained in R313-21-21(4) and a copy

of form DRC-12; or
(P) a copy of the general license contained in the U.S. Nuclear Reculatory

Commission's or Agreement State's regulation equivalont to R313-21-21(4) 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 R313-21-21(4) and a copy of fo'm DRC-12 with a note explaining that use of the
product or device in regulated by the U.S. Nuclear Regulatory Commission or an
Agreement State under requirements substantially the same as those in R313-21-
21(4);

(v) report to the Executive Secretary all transfers of industrial products
or devices to persons for use under the general license in R313-21-21(4). The
report shall identify each general licensee by name and address, at individual
by rTme or position who may constitute a point of contact between the Executive
Sec.etary and the general licenace, 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 thirty days after the end of the
calendat quarter in which the product on device is transferred to the generally
licensed person. If no transfers have been made to persons generally licensed
under R313-21-21(4) during the reporting period, the report shall so indicate;

(vi) provide certain other -corts as follows:
(A) report to the U.S. Nuclear Regulatory Commission all transfers of

industrial products cr devices to persons for use under the U.S. Nuclear
Regulatory Commission general license in 10 CFR 40.25;

(B) report to the responsible state agency all transfers of devices
manuf actured and distributed pursuant to R313-22-75([H] H) for use under a
general license in that state's regulations equivalent to R313-21-21(4),

(C) reports shall identify each general licensee by name and address, an
individual bv name or position who may constitute a point of contact between the
agency and the general licensee, ths 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 thirty days af ter the end of each
calendar quarter in which a produ-t or device is transferred to the generally
licensed person,

(D) 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

(E) if no transfers have been made to general licensees within a
particular Agreement State during the reporting period, this information shall
ae reported to the responsible Agreement State agency upon the request of that
agency; and

(vii) records shall be kept showing the name, address and point of contact
for each general licensee to whom the person tr w fers depleted uranium in
industrial products or devices for use pursuant co the general license provided
in R313-21-21(4) or equivalent regulations of the U.S. Nuclear Regulatory

3.

Commission or an Agreement State. The records shall be maintained for a period
of two years and shall show the date of each transfer, the quantity of dupleted
uranium in the product or device transferred, and compliance with the report
re lirements of R313-22-75([M] H).

_-_ _ __ - _ _ _ _
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R313-2J-90. Quantities of Radioactive Materials Requiring Consideration nf the
Need for an Emergency Plan for Responding to a Release. Refer to R313-22-32 (8) .

TABLE

Release Quantity
Radioactive Material (1) Fraction (curies)
Acti.41um-228 0.001 4,000
Americium-241 .001 3
Americium-242 .001 2
Americium-243 .001 2
Antimony-124 .01 4,000
Antimony-126 .01 6,000
Barium-133 .01 10,000
Barium-140 .01 30,000
Bismuth-207 .01 5,000
Bismuth-210 .01 600
Cadmium-109 .01 1,000
Cadmium-113 .01 80
Calcium-45 .01 20,000 s

californium-252 .001 9 -

(20 mg5
Carbon-14 .01 50,000

Non CO
Cerium-141 .01 10,000
Cerium-144 .01 300
Cesium-134 .01 2,000
Cesium-137 .01 3,000
Chlorine-36 .5 100
Chromium-51 .01 300,000
Cobalt-60 .001 5,000
Copper-64 .01 200,000
Curium-242 .001 60
Curium-243 .001 3
Curium-244 .001 4
Curium-245 .001 2
Europium-152 .01 500
Europium-154 .01 400
Europium-155 .01 3 , 0 0.'
Germanium-68 .01 2, O's0
Gadolinium-153 .01 5.J00
Gold-198 .01 '30,000
Hafnium-172 .01 400
Hafnium-181 .01 7,000
Holmium-166m .01 100
Hydrogen-3 .5 20,000
Iodine-125 .5 10
Iodine-131 .5 10
Indium-114m .01 1,000
Iridium-192 .001 40,000
Iron-55 .01 40,000
Iron-59 .01 7,000
Krypton-85 .0 6,000,000
Lead-210 .01 8
Manganese-56 .01 60,000
Mercury-203 .01 10,000
Molybdenum-99 .01 30,000
Neptunium-237 .001 2
Nickel-63 .01 20,000
Niobium-94 .01 300

- Phosphorus-32 .5 100*

Phosphorus-33 .5 1, 0 0';
Polerium-210 .01 10

. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ ._____--
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Potassium-42 .01 9,000
Promethium-145 .01 4,000
Promethium-147 .01 4,000
Ruthenium 106 .01 200
Samatium-151 .01 4,000
Scandium-46 .01 3,000
Selenium-75 .01 10,000
Silver-110m .C1 1,000
Sodium-22 .01 9,000
Sodium-24 .01 10,000
Strontium-b9 .01 3,000
Strontium-90 .01 90
Sulfur-35 .5 900
Technetium-99 .C. 10,000
Technetium-99m .01 400,000
Tellurium-127m .01 5,000
Tellurium-12C .01 5,000
Terbium-160 .01 4,000
Thulium-170 .01 4,000
Tin-113 .01 10,000
Tin-123 .C1 3,000
Tin-216 .01 1,000
Titanium-44 .01 100
Vanadium-48 .01 7,000
Xenon-133 1.0 900,000
Yttrium-91 .01 2,000
Zinc-65 .01 5,000
Zirconium-93 .01 400
Zirconium-95 .01 5,000
Any other beta gamma emitter .01 10,000
Mixed fission products .01 1,000
Mixed corrosion products .01 10,000
Contaminated equipment, beta-gamma .001 10,000
Irradiated material, anv orm

other than sc, lid nons 'ustible .01 1,000
Irradiated material, sol 4

noncombustible .001 10,000
Mixed radioactiv9 waste, beta-gamma .01 1,000
Pac'Tged mixed k ste, beta-gamma (2) .031 10,000
Any other alpha emitter ,001 2
Contaminated equipment, alpha .0001 20
Packaged waste, alpha (2) .0001 20
Combinations of radioactive

materials listed above(1) -- -- -----

(1) For combinations of radioactive materials, consideration of the need
for an emerger:cy 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
R313-22-90 exceeds one.

(2) Waste packaged in Type B containers does not require an emergency plan.

R313-22-100. Limits for Broad Licenses. Refer to R313-22-50.

TABLE

RADIOACTIVE COLUMN I COLUMN II
MATERIAL CURIES

Antimony-122 1 0.01
ntimony-124 1 0.01A j.

Antimony-125 1 0.01
Arsenic-73 10 0.1
Arsenic-74 1 0.01
Arsenic-76 1 0.01

_ _ _ _ _ _ _ _ - _ _ _ _ _ - _ - _ _ _ _ _ _ _ _ _
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' Arsenic-77 10 0.1

Barium-131 10 0.1
Barium-140 1 0.01
Beryllium-7 10 0.1
Bismuth-210 0.1 0.001
Bromine-d2 10 0.1
Cadmium-109 1 0.01
Cadmium-115m 1 0.01
Cadmium-115 10 0.1
Calcium-45 1 0.01
Calcium-47 10 0.1
Carbon-14 100 1
Cerium-141 10 0.1
Cerium-143 10 0.1
Cerium-144 0.1 0.001
Cesium-131 100 1

Cesium-134m 100 1
Cesium-134 0.1 0.001
Cesium-135 1 0.01 "
Cesium-136 10 0.1
Cesium-137 0.1 0.001
Chlorine-36 1 0.01
Chlorine-30 100 1

Chromium-51 100 1

Cobalt-57 10 0.1
Cobalt-58m 100 1

Cobalt-58 1 0.01
Cobalt-60 0.1 0.001
Copper-64 10 0.1
Dysprosium-165 100 1

*

Dysprosium-166 10 0.1
Erbium-169 10 0.1
Erbium-171 10 0.1
Europium-152 (9.2h) 10 0.1
Europium-152 I13y) 0.1 0.001
Europium-154 0.1 0.001
Europium-155 1 0.01
Fluorine-18 100 1

Gadolinium-iS3 1 0.01
Gadolinium-159 10 0.1
Ga111um-72 10 0.1
Germaniuu-71 100 1

Gold-198 10 0.1
Gold-199 10 0.1
Hafnium-181 1 0.01
Holmium-166 10 0.1
Hydrogen-3 100 1
Indium-113m 100 1

Indium-114m 1 0.01
Indium-115m 100 1
Indium-115 1 0.01
Iodine-125 0.1 0.001
Iodine-126 0.1 0.001
Iodine-129 0.1 0.01
Iodine-131 0.1 0.001
Iodine-132 10 0.1
Iodine-133 1 0.01
Iodine-134 10 0.1
Iodine-135 1 0.01
Iridium-192 1 0.01
Iridium-194 10 0.1
Iron-55 10 m 0.1-

Iron-59 1 0.01
Krypton-85 100 1

i
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Krypton-87 10 0.1
Lanthanum-140 1 0.01
Lutetium-177 10 0.1
Manganese-52 1 0.01
Manganese-54 1 0.01
Manganese-56 10 0.1
Mereury-1971 10 0.1
Hercury-197 10 0.1
Mercury-203 1 0.01
Molybdenum-99 10 0.1
Neodymium-147 10 0.1
Neodymium-149 10 0.1
Nickel-59 10 0.1
Nickel-63 1 0.01
Nickel-65 10 0.1
Niobium-93m 1 0.01
Niobi ,un-9 5 1 0.01
Niobi a-97 100 1

Osmium-185 1 0.01
Osmiura-191m 100 1

Osmi'm.-191 in 0.1
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-19'i 10 0.1
Polonium-210 0,01 0,0001
Potasalum-42 1 0.01
Praseodymium-142 10 0.1
Praseodymium-143 10 0.1
Promethium-147 1 0.01
Promethium-149 10 0.1
Radium-226 0.01 0,0001
Rhenium-186 10 0.1
Rhenium-188 10 0.1
Rhodium-103m 1,000 10
Rhodium-105 10 0.1
Rubidium-86 1 0.01
Rubidium-87 1 0.01
Ruthenium-97 100 1
Ruthenium-103 1 0.01
Rutheniutr 105 10 0.1
Rutheniun.-106 0.1 0.001
Samarium-151 1 0.01
Samarium-153 10 0.1
Scandium-46 1 0.01
Ecandium-47 10 0.1
Scandium-48 1 0.01
Selenium-75 1 0.01
Silicon-31 10 0.1
Silver-105 1 0.01
Silver-110m 0.1 0.001
Silver-111 10 0.3
Sodium-22 0.1 0.001
Sodium-24 1 0.01

. rtrontium-85m 1,000 10j
Strontium-85 1 0.01
Strontium-89 1 0.01
Strontium-90 0.01 0.0001
Strontium-91 10 0.1

i
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* Strontium-92 10 0.1

Sulphur-35 10 0.1
Tantalum-182 1 0.01
Technetium-96 10 0.1
Technetium-97m 10 0.1
Technetium-97 10 0.1
Techne' ium-99m 100 1
Techne'.ium-99 1 0.01
Tellurium-125m 1 0.01
Tellurium-127m 1 0.01
Tellurium-127 10 0.1
Tellurium-129m 1 0.01
Tellurium-129 100 1
Tellurium-131m 10 0.1
Tellurium-132 1 0.01
Terbium-160 1 0.01
Thallium-200 10 0.1
Thallium-201 10 0.1
Thallium-202 10 0.1
Thallium-204 1 0.01
Thulium-170 1 0.01
Thulium-171 1 0.01
Tin-113 1 0.01
Tin-125 1 0.01
Tungsten-181 1 0.01
Tungsten-185 1 0.01
Tungsten-187 10 0.1 ,

Vanadium-48 1 0.01
Xenon-131m 1,000 10
Xenon-133 100 1
Xenon-135 100 1

Ytterbium-175 10 0.1
Yttrium-90 1 0.01
Yttrium-91 1 0.01
Yttrium-92 10 0.1
Yttrium-93 1 0.01
Zinc-65 1 0.01
Zine-69m 10 0.1
Zine-69 100 1 4

Zirconium-93 1 0.01
Zirconium-95 1 0.01
Zirconium-97 1 0.01 s

'

Any radioactive material 0.1 0.001
other than source material,
special nuclear material, or
alpha-emitting radioactive
material not listed above

R313-22-210. Registration of Product Information.
(+1+-) Licensess who (H) manufacture (n) or initialh distribute (mf) a

sealed source or device containing a sealed source vhose product is intended for
use under a specific license or eeneral license are deemed to have orovided
reasonable assurance that the radiation safety orocerties of the source or device
pre adecuate to protect health and minimize dancer to life and the environment
if the sealed source or device has been evaluated in accordance with 10 CFR
32.210, 1996 ed. or eauivalent reculations of an Acreement State.(aay cuhmit a
rcqacct to th Cucutic; Occrctary for cisluation of I;diaticn ;;fcty information
about its product for its rcgistration.

'2) Thc rciac;t fcr rccica chall bc cnt to thc C: ccutic; Cccrctary of th;
nadiation Ocatrci noord, P.O. Oax lifCEO, Calt Lake City, "tch M111 10 %

0; Thc rcqacst for ciwa cf a scaled scu;ec cr a dc cicc chall includc
- cuf ficicnt informatica about the a. sign, nanufacturc, -prototyp tcsting, gaality

control progran, lehcling, propc;cd uscs and Icak tcst.ing and, for a dciicc, thc
scqac;t shall also includ cuf ficicnt information about installation, scrcicc and
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% R313. Environmental Quality, Radiation Control.

ekr M W;] N I MR314-22. Spec'.fic Licenses. E
R313-22-30. Specific License by Rule o qu.
A license by rule is issued in the following circumstances, without the necessity
of filing an application for a specific license as required by R313-22-32(1), and
the licensee shall be subject to the applicable provisions of R313-22-33, R313-
22-34, R313-&35, R313-&36 and R313-2h37 :

(1) When a site must be timely remediated ci contamination by radioactive
materials that are subject to licensing under these rules but are unlicensed;

(2) When radioactive materials existing as a result of improper handling,
spillage, accidental contan.ination, or unregulatad or illegal possession,
transfer, or receipt, must be stored a:)d those materials have not been licensed
under these rules.

KEY: rtdioactive, radioactive material
1996 19-3-104

19-3-108
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10 13. Environmental Quality, Radiation Control. g )g'R313-22. Specific Licenses.
R313-22-30. Specific License by Rule
A license by rule is issued in the followinc circumstances, without the necessicv
of filina an aonlication for gLsoecific license as recruired by R313-22-32(1), and
the licensee shall be subiect to the anolicable provisions of R313-22-33. R313-
34. R313-35, R313-36 and R313-3'/t

(1) When a site niust be timelv remediated of contamination by radioactive
materials that are subiect to licensina under these rules but are unlicensed

(2) When radioactive materials existina as s result of improcer handlina,
snillace, accidental contamination, or unreculated or 111ecal rossession,
frans f er, or receint , must be stored and those materials hav? not been licensed
under these rules.

KEY: radioactivo, radioactive material
June--14 --199519 9 6 19-3-1047

19-3-108
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