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420 -3 -26-.02 Licenslng

(b) In addition to the requirements ofthis Rule, 420-326-.02, all specific Iicensees are
subject to the requirements of Rules 420-3-26 -.01,420-3-26-.03, 420-3-26-.10, and
420--1-26-.13. Licensees engaged in industrial radiographic operations are subject to the
rcquirements ol Rule 420-i-26-.04, liccnsccs using ratlioactive material in the healing arls are
subjecr to the requiremcnts ofRule 420-3-26-.07, licensees using radioactive material lbr'
wireline scrvice operation, subsurface tracer studies, or lishing opcrations are subject to
Rule 420-3-26-.12, and licensees using radioactive material in irradiators are subject to the
requirements of Rule 420 -3 -26 -.14.

(c) General licensees are sulrject to the requirements ofRules 420-3-26-.01;
420-3-26-.02{4)(a)2;420-3-26-.02(7)(a) through (h);420-3-26-.02(12)(c), (e), and (g);
420-3-26-.02(18);420-3-26-.02(19);420-3-26-.03:420-3-26-.10; and420-3-26-.13.

(d) The regulations rn this Rule 420-3 -26-.02 also apply to any licensce authorized by
specific or general license issued by the Agency to receive, possess, use, or transl'er licensed

material, ifthe licensee delivcrs that matcrial to a carricr tbr transport, transports the material
outside the site of usage as specified in the Agency licetrse, or transports that material on public
highways.

Exemptions

(3) Source Nlaterial

(a) Any person is exempt frorn this Rule, 420-3-26-.02, to the extenl that such person

receives, possesses, uses, transfers, or delivers source material in any chemical mixlure,
compound, solution, or alloy in which the source matcrial is by weight less than l/20 of I
percent (0.05 percent) of the mixture, compound, solution, or alloy.

(b) Any person is exempt lrom this Rule, 420-3 -26-.02, to the extent thal such person

rcccives, possesses, uses, or transfers unrefined and unprocessed ore oontaining source material,
provided that the unrefined and unprocessed ore shall not be consolidated into a single physical

location such thal the quantity of source malerial exoeeds the general Iicense posscssion Iimits
imposed in Rule 420-3-26-.02(6)(a). Except as authorized in a specific license. such person shall
not refinc or process such ore.

(1) Purpose.

(a) 'l'his Rule, 420-3-26-.02, provides for the liccnsing ofradioactive material.

(2) Scope. Except for persons exempt as provided in 420-3-26-.02(3) and (4), no
person shall manufacture, produce, transfer, receive, acquire, oum, possess, or use radioactive
material except as authorized in a specific or general license issued in accordance with the

requirement of this rule.



(c) Any person is exempt from the requirements for a license set forth in this Rule,
420-3-26-.02, to the extent that such person receives, possesses, uses, or transfers:

l. Any quantities ofthorium contained in:

(i) Incandescent gas mantles,

(iD Vacuum tubes,

(iii) Welding rods,

(ir) Electric larnps for illuminating purposes provided that each lamp does not contain
more lhan 50 rnilligrams of thorium.

(v) Gemricidal lamps, sunlatrps, and lamps for outdoor or industrial lighting
provided that each lamp does not contain more than 2 grams of thorium,

(ri) Rare earth metals and compounds, mixtures, and products containing not more
than 0.25 percent by weight thorium, uanium, or any combination ofthese, or

(vii) Personnel neutron dosimeters, provided that each dosimeter does not contain
more than 50 milligrarns ol'thorium.

2. Source material contained in the following products

(i) Glazed ceramic tableware manulactured before November 5, 2016, provided that
ihe glaze contains not rnore than 20 percent by weight source material.

(ii) Piezoelectric ceramic containing not more than 2 percent by weight souroe

material.

(iii) Glassu'are containing not more than 2 percenl by weight source material or, tbr
glasswarc manufactured bcfbre November 5, 20 I 6, l0 percent by weight source material; but not
including comn.rercially manufactured glass brick, pane glass, ceramic tile. or other glass or
ceramic used in construction.

(iv) Glass enamel or glass enamel frit containing not morc than 10 percent by weighr
source material imported or ordered for imporlalion into the United States, or initially distributed
by manulacturers in the United States, before July 25, 1983.

3. Photographic film negatives;and prints containing uraniur.n or thorium

4. Any finished product or part labricated of, or containing, tungsten or magnesium-
thorium alloys; providing that, the thorium content ofthe alloy does not exceed 4 percent by
weight and that the exemption contained in this subparagraph shall not be deemed to authorize
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the chemical, physical, or metallurgical treatment or processing of any such product or part.

5. Uranium contained in counterweighs installed in aircraft rockets, projectiles, and
missiles, or stored or handled in connection rvith installation or renroval olsuch counterr.r,eights:
provided that:

(i) IJach counterweight has been impressed with the following legcnd clearly legible
through any plating or other covering: "DIiPLETEI) URANIUM";r

(ii) Each counterweight is durably and legibly labclcd or marked with the
identification of the manufacturer and the statementt "TINAUTHORIZED ALTERATIONS
PROHIBIl'ED"; ' and,

(iii) The exemption contained in this subparagraph shall not be deemed to authorize
the chemioal, physical, or metallurgical treatment or processing of any counten\,eights other than
repair or restoration of any plating or other covering.

6. Nahral or dcpleted uranium metal used as shielding constituting part ofany
shipping containers provided, that:

(i) The shipping container is conspicuously and legibly irnpressed wilh the lcgend
,CAUTION-.RADIOACTIVE SHIELDING LIR.ANIUM" ANd

(ii) The uranium metal is encased in milled steel, or equally fire resistant metal, of
minimum wall thickness of one-eighth inch (3.2 mm).

7. Thorium or uranium contained in or on finislied optical lenses aud rnirrors.
provided thal each Iens or nrirror does nol contain more than l0 percent by weiglt ol'thorium or
uranium or, tbr lenses manulactured bclbrc November 5, 2016, i0 percent bv rveight olthorium;
and that the exemption contained in this subparagraph shall not be deenred 1o authoriT-c cither:

(i) The shaping, grinding, or polishing ofsuch lens or mirror or manufacturing
processes other than the assembly of such lens or mirror into oplical systems and devices without
any alteration ofthe lens or minor; or

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

8. Thorium contained in any finished aircrafl engine part containing nickcl-thoria
alloy, providcd that:

(i) The thorium is dispersed in the nickel{horia alloy in the fomr of finely divided
thoria (thorium dioxide) and

(ii) The thorium content in the nickel-thoria alloy does not exceed 4 percent by
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weight-

9, The exemptions in 420-3-26-.02(3)(c) do not authorize the manulacture ofany ol
the products described.

10. No person may initially transfer lor sale or distribution a product containing
source malerial to persons cxempt under this subparagraph or equivalent regulations ofthe U.S.
Nuclear Regulatory Commission or an Agreement State, unless authorized by a license issued by
the U.S. Nuclear Regulatory Commission pursuant to Section 40.52 of 10 CFR Part 40 to
initially transfer products for sale or distribution.

(i) Persons initially distributing source material in products covered by the
exemptions in this subparagraph before November 5,2016, without specific authorization may
continue such distribution for I year beyond this date. Initial distribution may also be continued
until the U.S. Nuclear Regulatory Commission takes final action on a pending application for
license or license arnendment to specifically authorize dislribution submitted no latcr than I year
beyond this date.

(ii) Persons authorized to manut'acture, proccss, or produce these materials or
products containing source material by the Agency or another Agreement Statc, and persons who
impon finished products or par1s, for sale or distribution must be authorized by a license issued
by the U.S. Nuclcar Regulatory Commission pursuant to Section 40.52 of 10 CFR Part 40 for
distribution only and are exempl from the requirenients of Rules 420-3-26-.03, 420-3-26-.10,
and 420-3-26-.02(9)(a) and (b).

(4) RadioactiveMatcrials

(a) F)xemptConcentrations

l. Except as provided in paragraphs (a)2 and 3 below, any person is exempt lrom
this Rule, 420-3 -26-.02, to the extent that such pcrson rcceives, possesses, uses, lransfers, orvns
or acquires products or materials containing radioactive material in concentrations not in exccss
of those listed in Schedule C,

2. No person may introduce radioactive material into a product or matcrial knorving
or having reason to believe that it will be transferred to persons under Rule 420-3 -26-.07$)(a)l
or equivalent regulations ofthe U.S. Nuclear Regulatory Commission, Liccnsing State, or anv
Agreernent State, except in accordancc rvith a license issued pursuanl to 10 CIrR 32.1 l.

3. n manufacturer, processor, or prodr.rcer ofa product or materia) is exempt from
this Rule, 420-3 -26-.02. to the extent that such person transl'ers radioactive matcrial contained in
a product or material in concentrations not in cxccss of those specified in Scheduic C and

introduced into the product or material by a licensee holding a specitic license issued by thc
Agency expressly aulhorizing such introduction. 1'his exemption does not apply to the transfer
of radioactive material contained in ary food, beverage, cosmetio, drug, or other commodity or
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product designed for ingestion or inhalation by, or application to, a human being

4. Except as provided in Rule 420-3-26-.02(4)(e)2, any person is exempt from this
Rule, 420-3-26-.02, to lhe extent that such person receives, possesses, uses, transfers, o\r'ns, or
acquires propelty, structures, equipment, products, or materials containing radium such that the
average concentration ofthe total ofall radiunr isotopcs present is less than 5.0 picocurics per
gram.

5. Any persoll r)')ay! upon Agency review, be excmptcd tionr this Rulc,
420-3-26-.02, provided the individual submits, and the Agency accepts, documentation
indicating that the total radium contcnt in the products, materials, property, structures, or
equipment is not likely to result in an average member ofthe critical group receiving a total
eflective dose equivalent (TEDE) that exceeds 25 millirem (0.25 mSv) in any year, from all
pathways.

6. 'fhe distribution, including custom blending, possession, and use of fertilizers
containing naturally occurring radium is exentpt liorn the requirer)ents of this Rule,
4)0-3-26-.02

7. lJsing purposeful dilution to lower radium concentralions to lcvcls below
5 picocuries per gram in an attempt to render it exempt shall not be allowed without prior
approval of the Agency.

8. This section shall not be deemed to authorize the import ofradioactive matcrial or
products containing radioactive material.

(b) Certain Items Containing Radioactive Malerial. Excepr for persons who apply
radioaclive material to, or persons who incorporate radioactive material into, the follorving
products. or pcrsons who initially transfer for sale or distribution the fbllowing products

containing radioactive matcrial, any person is exempt liom these rules to the extent that he

receives, possesses, uses, transfers, owns, or acquires the following products:2

l. Timepieces or hands or dials containing radium or not more than the following
spccified quantitics ofradioactive material and not exceeding the fbllowing specified levels of
radiation:

(i) 25 millicuries (925 \4Bq) of tritium per tinepiece

5 millicuries (185 MBq) of tritium perhand.( ii)

2 Authority to lransfer possession or control by the manut-acturer, processor, or producer of any

equipment, device, commodity, or other product containing source material or byproduct material
whose subsequent possession, use, transfer, and disposal by all other persons are exempted from
regulatory requiremenls, may be obtained only from the U.S. Nuclear Regulatory Commission,
washington, D.C. 20545.
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(iii) l5 millicuries (555 MBq) oftritium per dial (bezels when used shall be
considered as parr olthe dial).

(iv) 100 microcuries (3.7 MBq) of promethium 147 pcr watch or 200 microcuries
(7.4 MBq) of promethium 147 pcr any othcr timepiece.

(r) 20 niicrocuries (0.74 MBq) ofpromethium 147 per watch hand or 40 nLicrocuries
(1.48 MBq) of promcthium l4T pcr other timepiece hand.

(ri) 60 microcuries (2.22 MBq) of promethium 147 per watch dial or 120 microcuries
(a.aa MBq) of'promethium 147 per other timepiece dial (bezels when used shall be considcred as
pan of the dial).

(vii) The levels of radiation fronr hands and dials containing promethium 147 will not
exceed, when measured through 50 milligrams per square centimcter of absorber:

(l) For wrist watches, 0,1 millirad per hour at l0 ccntimeters from any surface.

(II) For pocket watches,0.1 millirad per hour at I centimeter from any surt'ace

(IID For any other timepiece, 0,2 millirad per hour at l0 centimeters lrom any surf'ace.

(\,iii) 1.0 microcurie (0.037 MBq) of radium 226 per timepiece in intact timepieces

nranufactured prior to November 30,2007 .

2. (l) Static elimination devices which contain, as a sealed source or sources,

byproduct nlaterial consisting of a total of not more than 500 microcuries ( I 8.5 MBq) of
polonium-2 10 per device.

(ii) Ion generating tubes designed for ionization of air that contain, as a sealed source

or sources, byproduct material consisting ofa total olnot more than 500 microcuries (18.5 MBq)
o[poloniurn-210 per device or ofa total ofnot more than 50 millicuries (1.85 GRq) of
hydrogen-3 (tritium) per device.

(iii) Such devices authorized belore Octobcr 23,2.012, for use under the general

license then plovided in these rules or equivalent regulations ofthe U.S. Nuclear Regulatory
Commission or an Agreement State and manufactured, tested, and labeled by the manufacturer in
accordance with tbe specifications contained in a specific lioense issucd by the Agency.

3. Balances of precision containing not more than I millicurie (37 MBq) of tritiuni
pcr balancc or not morc than 0.5 millicuries oftritium per balance parl manufactllred prior to
December l'1,2007 .

Marine compasses containing not more than 750 millicuries (27.75 GBq) of

6
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tritium gas and other marine navigational instruments oontaining not rnorc than 250 millicuries
(9.25 GBq) of tritium gas manufactured prior to December l'7 ,2007 .

5. Ionization chamber smoke detectors containing not more than I mjcrocurie
(0.037 MBq) of americium 241 per detector in the fomi ofa lbil and designed ro protect life and
property from fires.

6. Electron tubes: provided that each tr:be does not contain more than one ofthc
foilorving specilied cluantities of radioactivc material:

(i) 150 millicuries (5.55 GBq) oftritiunr per microwave receiver protector hrbe or
l0 millicuries of tritium per any other electronic tube.

(ii) I microcurie (0.037 MBq) of cobalt 60

(iii) 5 microcuries (0. I 85 MBq)of nickel 63

(ir) 30 microcuries (1.11 MBq) of kypton 85.

(u) 5 microcuries (0.185 MBq) of cesium 137.

(vi) 30 microcuries ( I .l I MBq) of promethiurn 147

And provided furthcr, that the lcvcl ofradiation due to radioactive nraterial contained in each

electron tube does not exceed 1 rnillirad per hour at I centimeter from any surfacc when

measured through 7 milligrams per square centimeters of absorber.3

7 . Ionizing radiation measuring instruments containing, lbr purposes of internal
calibration or standardization, one or more sources ofradioactive material provided that:

(i) Each source contains no more than one exempl quantity set forth in Schedule B of
this rule.

(iD Each instrument contains no more than 10 exempt quantities. For purposes of this
requirement, an instrument's source(s) may conlain either one or different types of radionuclides
and an individual exempt quantity may be composed offractional parts ofone or more ofthe
exempt quantities in Schedulc B ofthis rule, provided that the sum ofsuch fractions shall nol
exceed unity.

(iii) For americium 241, 0.A5 microcurie (0. I 85 Bq) is considercd an exempt quantity

under Schedule B of thrs rulc.

I For the purpose of this subparagraph. "electron tubes" include spark gap tubes, power tubes,
microwave tubes, indicator tubes, pick-up tubes, radiation detection tubes, and any other complete
sealed tube that is designed to conduct or control electrical currents.
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8. Any person u'ho desires to app)y radioacti','e mate: ial to, or incorporate
radioactive material into, thc products exemptecl in this section, or who dcsires lo initially
transfbr for sale or distribution such products containing radioactive material, should apply for a
specific license pursuant to I 0 C FR 32.14 of the Ll.S. Nuclear Regulatory Commission which
states that the product may be distributed by the liccnsec to persons exempt liom the regulations
pursuant to paragraph (b) of this section.

(c) Gas and Aerosol Detectors Containing Radioactive Material. Except for persons
who manufacnrre, process, produce, or initially transt'er for sale or distribution gas and acrosol
cletectors containing radioactive material, any pcrson is exempt from these rules to the exlent that
such person receives, possesses, uses, transfers, owns, or acquires radioactive material in gas and

aerosol detectors designed to protect health, salety, or propefty, provided that:

1. Detectors containing byproduct material shall havc beon manufacturcd, processed.

produced, or initially translerred in accordance rvith a specific liccnsc issued by the U.S. Nuclear
Regulatory' Commission pursuant 10 Section 32,26 ol 10 CFR Parl 32 which license authorizes
the transfer ofthe detectors to persons ll'ho are exempt from regulatory rcquircments;

2. Any person who desires to manufacture, process, or produce gas and acrosol
detectors containing radioactive material, or to initially transf'er such products for use under
paragraph (c) olthis section, should apply for a license issued by the Li,S. Nuclear Regulatory
Commission pursuant to Section 32.26 of l0 CFR Part 32 and for a ceftitlcate ofregistration in
accordance with I0 CIR 32.210 of l0 CFR Pan l2; or,

3. Detectors Qontaining other thnn byproduct, sourcc, or special nuclear nraterial
shall have been manufactured or initially lrans[ened bctbre Novembcr 30, 2007, in accordance
rvith a specific license issued by the Agency, Licensing State, or any Agreement State pursuanl

to licensing requirements equivalent to those set fonh in Section 32.26 of l0 CFR Part 32, which
license authorizes the transfer ofthe detectors to persons who are exempt liom regulatory
requirements.

(d) SclfluminousProductsContainingRadioactiveMaterial

l. Tritium, Krypton 85, or Promethium 147. Except for persons who manufacture,
process, produce, or initially transfer for sale or distribution self-luminous products containing
tritium, krt-pton 85, or promethium 147- any person is cxempt from thesc rules to the cxtent that

such person receives. possesses. uses. transf'ers. orms, or acquires tritiunt, kvpron 85, or
promethiurn 1,17 in self-luminotrs products manulactured, processed, produccd, or initially
transfcrrcd in accordance with a specific license issued by the U.S, Nuclear Regulatory
Commission pursuant to Section 32.22 of l0 CFR Part 32, which license authorizes the initial
transfer of the product to persons who are exempt from regulatory requirements. The exemption
in this paragraph does not apply to tritium, krypton 85, or promethium 147 used in products for
frivolous purposes or in toys or adornments.
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2. Any person who desires to nranufacture, process, or produce. or initially transfer
ior sale or distribution selflr"rminous products containing tritium, krypton 85. or promethium 1.17

fbr use under paragraph (d) olthis section, should apply fbr a license issued by the U.S. Nuciear
Regulalory Commission pursuant to Section 32.27 ol l0 CFR Part 32 and for a certificate of
registration in accordance with Section 32.210 of 10 CFR Part 32.

(e) Certain Industrial Devices. Except for persons who manufacture, processr

produce, or initially transfer for sale or distribution indLrstrial devices containing radioactive
material clesigned and rnanufactured fol the purpose of dctccting. mcasuring. gauging or
controlling thickness, density, level, interlace location, radiation, Ieakage, or qualitative or
quantitative chemical composition, or for producing an ionized atmosphcre, any person is
exempt from the requirements for a liccnsc sct lbrth in these rules to the extent that such person
receives, possesses, uses, lransfers, owns, or acquires radioactive material, in these certain
detecting, measuring, gauging, or conlrolling devices and certain devices for producing an

ionized atmosphere, and manul'actured, processed, produced, or initially translelred in
acoordance with a specific license issued b-v the U.S. Nr.rclear Regulatory Commission pursuant

to Section 32.30 of 10 CF'R Pafi 32, which liccnsc authorizcs the initial transf'er of the device for
use under this section. This exemption does not cover sources not incorpolated into a device,
such as calibration and refercnce sources,

l. Aly person who desircs to manufacture, process, produce, or initially transfer for
sale or distribution industrial devices containing byproduct material for use under palagraph (e)

ofthis scction, should apply for a license issued by the U.S. Nuclear llegulatory Commission
pursuant to Section 32.30 of 10 CFR Parl 32 and lbr a certificate ofregistration in accordance
with 10 CFR 32.210 of 10 CFR Parr 32,

(i) Exernpt Quantities

1. Except as provided in subparagraphs 3,4, and 5 of this paragraph, any pcrson is
cxempt from these rules to the extent that such person receivcs, possesses, uses, transfers, o\ T1s,

or acquires radioactive material in individual quantities each ofrvhich does not exceed the

applicable quantity set forth in Schedule B.

2. Any person who possesses radioactive material received or acquired before
September 25, 1971, under the general license formerly provided in Rule 420-3-26-.02 is exempt

from the requirements for a license set forth in this Rule. 420-3-26-.0?, to the extcnt that such
person possesses, uses, tralst'ers, or owns such radioactive material.

3. This paragraph (l) does not authorize the production, packaging, or repackaging

of radioactive material for purposes of commercial distribution, or the incorporation oi
radioactive material into products intended lbr commercial distribution.

4. No pcrson may, tbr purposes of commercial distribution, transl'er radioactive
material in the individual quantities set lorth in Schedule B, knowing or having reason to believe
that such quantities of radioactive material will be transferred to persons exempt under this
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paragraph or equivalent regulations ofthe U.S. Nuclear Regulatory Commission, Licensing
State, or any Agrcement State, except in accordance with a speciiic license issued by the [J.S.
Nuclear Regulatory Commission pursuant to Section 32.18 of l0 CFR Part 32 which licensc
statcs thal the radioactive material may be transt'erred by the licenscc to persons exempt under
this paragraph (f) or the equivalent regulations ofthe [.1.S. Nuclear Regulatory Commission,
Licensing State, or auy Agreement Sta1e.

5. No person mayj for the puqroses ofproducing an increased radiation level
combine quantitics ofradioactive material covered by this exemption so that thc aggregate
quantity exceeds the limits set forth in Schedule 13, except for radioactive materiai combined
wilhin a device placed in use before May 3, I999, or as otherwise permitted by these rules.

G) Radioactive Dmg: Capsules Contaioing Carbon-14 Urea for "In Vivo" Diagnostic
l]se in Humans.

1. Except as provided in paragraph 2 of this section. an!'persolr is exempt lrom the

requirements lor a liccnse set forth in this rule plovidod that such pcrson rcccivcs, possesses,

Lrses, owns, transfers, or acquires capsules containing I microcurie (0.037 MBq) carbon-14 urea
(allowing for nominal variation that may ocour during the manulacturing process) each for "in
vivo" diaglostic use in humans.

2. Any person who desires to use the capsulcs for rcscarch involving human subjects
shall apply for and receive a specific license pursuant to 420-3-26-.02( l0)(e).

3. Nothing in this section relieves persons from complying with applicable FDA.
other federal, and state requirements governing receipt, administration, and use of drugs.

(5) Types of Licenses. Licenses for radioactive materials are of two types: general

and specific.

(a) The Agency issues a specific license to a named pelson who has tiled an

application for a license under the provisions of this Rule, 420-3-26-.02.

(b) A general license is provided by rule, grants authority to a person for certain
activities involving radioactive material, and is efiective without the filing ofan application with
the Agency or the issuance of a licensing document to a particular person. I{owever, registlation
with the Agency may be required by the parlicular license,

(6) General Licenses - Sourcc Material

(a) A general license is hereby issued authorizing comrnercial and industrial firms,
research, cducational and medical institutions, and state and local government agencies to
receive, possess, use, and transfer uranium and thorium. in their natural isotopic concentralions
and in the form ofdepleted uranium, for research, development, educational, commercial, or
operational purposes in the following lorms and quantities:

10



I . No more than 1.5 kg (3.3 lb) ofuranium and thorium in dispersible forms (e.g.,
gaseous, liquid, powder, etc.) at any one time. Any material processed by the general licensec
that alters the chemical or physical form ofthe material containing source material must be
accounted for as a dispersible form. A person authorized to possessr use, and transfer source
material under this paragraph may not receive morc than a total of 7 kg (15,a lb) ofuranium and
thorium in any one calendar year. Persons possessing source material in excess ofthese limits iis
of t.','ovember 5. 201 6. may continue to pLrssess up to 7 kg ( I 5.4 lb) u f uranium and thorium at

an"v one timc lor I year tleyond this date. or until thc Agenc) takes llnal action on a pending
application subrnilted on ur belore November 5, 2tl I 7. lbr a specilic license lbr such rnaterial;
and receive up to 70 kg (154 lb) of uranium or thorium in any one calendar year umil
December 31,201'1, or until the Agency takes final action on a pending application submifted on
or before November 5,2017, for a specific license flor such material; and

2. No more than a lotal of7 kg (15.4 lb) ofuranium and thoritun at any one time. A
person authorized to possess, use, and transf'er source material under this paragraph may not
receive more than 70 kg ( 154 Ib) or uranium or thorium in any one calendar year. A person may
not alter tlie chemical or physical form or thc source material possessed under this paragraph

until it is accountcd for under the lirnits olsubparagraph (a)ll or'

3. No more than 7 kg (15.4 lb) of uranium, removed from the treatment of drinking
water, at any onc tinie. A person mav not rcmove more than 70 kg (154 lb) of uranium from
drinking water during a calendar year under this paragraph; or

4, No more than 7 kg (15-4 lb) ofuranium and thorium at laboratories tbr the
purpose of determining lhe concentration ofuranium and thorium contained within the material
being analyzed at any one time. A pcrson authorizcd to posscss, usc, and transf'er source
nraterial Lrnder this paragraph may not receive more than a total ol 70 kg ( 1 54 lb) of source
material in any one calcndar ycar,

(b) Persons who receive, possess. use, or transfer source material pursuant to thc
general license issued in paragraph (a) of this section:

I. Are prohibited from administering source material, or the radiation therefrom,
either cxtemally or intemally, to human beings except as may be authorized by the Agency in a
specific license.

2, Shall not abandon such material. Source material may be disposed ofas follows

(i) A cumulative total of 0.5 kg(1.1 lb) of source material inasolid, non-dispersible
form may be transferred each calendar year, by a person authorized to receive, possess, use, and

transfer source material under this general license to persons receiving the material li>r
permanent disposal. The recipient olsource material transttrred under the provisions ofthis
paragraph is exempt from the requiremcnts to obtain a licensc under this rule to thc extent thc
source material is pennanently disposed. This provision does not apply to any person who is in



possession of source material under a specific license issued under this rule; or

(ii) In accordance with Rule 420-3-26-.03(33).

3. Are subject to the provisions ofRules 420-3-26-.02(2), (12), (17), (18), (29), and
(30).

4. Shall not export such source material except in accordance with l0 CFR Part I l0

(c) Any person r.'"'ho receives, possesscs, uses, or transfers source rnaterial in
accordance *,ith paragraph (a) of this section shall conduct activities so as to minimize
contaminatiolr of the facility and lhe environment. When activities involving such source
material are permanently ceascd at any site, ifevidence ofsignificant contamination is identified
the general licensee shall notifu the Agency about such contamination and may consult with the
Agency as to the appropriateness oIsampling and restoration activitics to ensure that any
contamination or residual source material remaining at the site where source material was used

under this general license is not likely to result in exposues that exceed the limits in l{ule 420-3-
26-.03(60).

(d) Any person lvho reccivcs, possesses, uses, or transiers source material in
accordance with the gcneral license granted in paragraph (a) olthis section is exempt lrom the
provisions ofRules 420-3-26-.01, 420-3-26-.03, and 420-3-26-10 to thc cxtcnt that such receipt,
possession. use, and transf'er are rvithin the tcrms of the general license, except that such person

shall corrp)y rvith the provisions o{'Rules 420-3 -26-.03 (33) and 470-3-26-.03(60) to the extent
necessary to meet the provisions olparagraph (b)2 and (c) oi'this section. Ilowever, this
exemplion does not apply to any llerson who also holds a specific license issued under this rule.

(e) No person may initially transfer or distribute source material to peNons generally
licensed under paragraph (a)l or (a)2 ofthis section, or equivalcnt regulations ofthe Ll.S,

Nuclcar Regulatory Commission or another Agreement State unless authorized by a specific
license issued in accordance with Rule 420-3-26-.02( 10)(v) or equivalent provisions ofthe U.S.
Nuclear Reguiatory Commission or another Agreement Slate, This prohibition does not apply to
analy,rical laboratories retuming 1;rocessed samples to the client rvho initially providcd the
sample. lnitial distribution ofsourcc material to pcrsons generally licensed by paragraph (a) of
this section before November 5, 201 6, without specific authorization may continue for 1 year

beyond this date, Distribution may also bc continued until the Agency takes f-rnal action on a
pending application for license or license amendment to specifically authorize distribution
submitted on or befbre November 5, 2017.

(0 A general license is hereby issued authorizing the receipt oftitle to source
material without regard to quanlity. The general Iicense under this paragraph does not authorize

any person to receive, possess, use, or transler soutce material.

t2

(g) Depleted [,ranium in Industrial Products and Dcvices.



1. A general [icetrse is hereby issued to receive, acquire, possess, use, or transfcr, in
accordance with the provisiors of 420-3-26-.02(6)(d)2,3,4, and,5, depleted uranium contained
in industrial products or devices for the purpose of providing a concentrated mass in a small
volume ofthc product or device.

2. The general license in 420-3-26-.02{6)(d) applies only to industrial products or
devices which have been manufactured either in accordance with a specific license issued to the
manufacttrrer ofthe products or dcvices pursuant to 420-326-.02(10)( I ) or in accordance rvith a

specilic liccnse issued 1o thc manulaclurer by thc U.S. Nuclear llcgulatory Commission or an

ngreement State which authorizes manufacture of the producls or devices for distribution to
persons generally licenscd by the U.S. Nuclear Regulatory Commission or an Agreement State.

3 (i) Persons u,ho receive, acquire, possess, or use depleted uranium pursuant
to the general license establishedby 420-3-26-.02(6)(d) shall file Agency Form GLDU
"Registration Ce(ificate - Use of Depleted Uranium Under General License," with the Agency.
The form shall be submitted within 30 days aftcr thc first receipt or acquisition ofsuch depleted
uranium. The registrant shall furnish on Agency Fomr GLDII the follou'ing information and

such other intbrmation as may be requircd by that form:

(D Name and address ofthe registrant

(ll) A statement that the registrant has developed and rvill maintain procedures de-
signed to establish physical control ovcr the deplctcd uranium describcd in
420-3 -26-.02(6)(d) I and designed to prevenl transfer of such depleted uranium in any form,
including metal scrap, to persons not authorized to receive tho deplcted uranium.

0ll) Name an(yor title, address. and telephone number ofthe individual duly
authorized to act for and on behalf of the registrant in supervising the procedures identified in
420-3 -26 -.02(6) (d)3 (r(r I).

(ii) The registrant possessing or using depleted uranium under the general licensc
established by 420-3-26-.02(6)(d)l shall rcport in wnting to the Agency any changes in
information fumished by him in Agency Form GLDU "Registration Certificate - Use of Depletcd
IJranium." 'fhe report shall be submitted within 30 days after the effective date of such change.

4. A person who receives, acquires, possesses, or uses dcpleted uranium pursuant to
the general license established by a20-3 -26-.02(6)(d)l:

(i) Shall not introduce such depleted uranium, in any fbrm, into a chemical, physical,
or metallurgical trcatmenl or process, except a treatment or proccss for repair or restoration of
any plating or other covering ofthe dep)eted uranium.

(ii) Shall not abandon such depleted uranium.

(iiD Shall transfer or dispose of such depleted uranium only by transfer in accordance
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with the provisions of 420-3-26-.02(18). ln the case where the transtbree receives the depleted
uranium pursuant to the general license establishedby 420-3-26-.02(6)(d)I, thc translbror shall
fumish the transferee a copy of this Rule, 420-3-26-.02, and a copy of Agency Form GLDU. In
cases where the transferee receives the depleted uranium pursuant to a general licensc contained
in the U.S. Nuclear Rcgulatory Commission or Agreement State's regulation equivalent to
120-3 -26-.02(6)(d)), the transferor shall fumish tl'le transferee a copy ofthe regulation and a copy
ofAgency Form GLDU accompanied by a note explaining that use ofthc product or device is
regulated by the U.S. Nuclear Regulatory Commission or Agreement State under requirements
substantially the same as those in this Rule 420-3-26-.02.

(jv) Shall, within 30 days of any tlansfer. report in rvriting to the Agcncy thc name
and address of the person receiving the depleted uraniunr pursuant to such transfcr,

(u) Shall not export such depleted uranium except in accr.rrdance with a Iicensc issued
by thc U.S. Nuclear Rcgulatory Commission pursuant to l0 CFR Part ll0.

5. Any person receiving, acquiring, possessing, using, or transfening depleted
uranium pr"rrsuant to the general license establishedby 420-3-76-.02(6)(d)l is exempt from the
requirements of Rules 420-3-26-.03 and 420-3-26-.10 with respect to the depletcd uranium
covered by that general licensc.

(.1) Cencral Liccnscs - Certain Dctecting, lleasuring, (iauging, or Controlling
Devices and Certain Devices for Producing Light or an lonized Atmosphere.

(a) l. A genqral license is hcreby issued to commercial and industrial firms and
research, educational and medical institutions, individuais in the oonduct of their business, and
federal, state, or local govemment agencies to acquire, receive, possess, use, or transfer, in
accordance with the provisions ofparagraphs 1, 2 and 3 of Rule 420-3-26 -.02(7)(a), radioactive
matcrial contained in devices designed and manufactured for the purpose of detccting,
measuring, gauging, or controlling thickness, density, level, interface location, radiation, Ieakage,
or qualitative or quantitative chemical composition, or lor producing light or an ionizcd
atmosphere.

(i) The general license in paragraph (a.) ot'Rule 420-3-26-.02(7) applies only' to
radioactive material contained in devices which have bcen manufactured or initialLy transfened
and labeled in accordance with the specifications contained in:

(l) A speciirc license issued under Rule 420-3-26-.02( l0)(g); or

(ll) An equivalent specific licensc issued by the U.S. Nuclear Regulatory
Commission, another Agreement State, or I-icensing State.

(ii) 'I'he devices must have been received from one ofthe specific licensees described
in Rule 420-3 -26-.02(7)(a) 1(i) or through a transfer made under paragraph 3(xi) of
Rule 420-3-26-,02(7)(a) and which will be possessed and used at a single phvsical location.
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(iii) 'l he gcneral license in paragraph I of Rule 420-3 -26-.02(7)(a) applies only to
radioactive material which will be possessed and used at a single physical location.

(iu) Nowithstanding the requirements listed in 420-3-26-.02(7)(a) I (ii) and (iii), state
and local emergency response agencies are exempt from requirements that devices described in
420-3-76-.02(7)(a) I be possessed and used at a single location.

2. Ary person rvho acquircs, receivcs, posscsscs, uses, ol transfers radioactivc
material in a device pursuant to the general license in paragraph 1 of Rule 420-3-26-.02(7 )la):

(i) Shall assure that all labels affixed to the device al the time ofreceipt and bearing a

statement that removal ofthe label is prohibited are maintained thereon and shall comply with all
instructions and precautions provided by such Iabels.

(iD Shall assure that thc devicc is tested for lcakage ofradioactive material and proper
operation ofthe on-off mechanism and indicator, if any, at no longer than 6-rnonth intervals or at
such othcr intervals as are specified in the 1abel; however:

(l) Devices containing only kypton need not be tested for leakage ofradioactive
material.

(ll) Deviccs containing only tritium or not more than 100 microcuries (3.7 r\4Bq) of
other beta and/or gamma emitting mate al or I 0 microcuries of alpha emitting material and
dcvices hcld in storage in the original shipping container prior to initial installation need not be
tested for any purpose.

(iii) Shall assure that the tests required by paragraph 2(ii) ofRule a20-3-26-.02(7)(a)
and other testing, inslallation, servicing, and removal lrom installation involving thc radioactive
materials, its shielding or contairunent, are performed:

(l) ln accordance with the inslructious provided by the labelsi or

(ll) fly a person holding a specific license issued by the Agency, another Agreernent
State, or the U.S. Nuclear Regulatory Commission to perform such activities.

(iv) Shall maintain records shou,ing compliance rvith the rcquirements ol
paragraphs 2(ii) and 2(iii) of Rule 420-3-26-.02(7Xa). l'he rccords must showthc results of the
tests. l'he records also must show the dates ofperformance of, and the names of persons
pcrfoming testing, installing, servicing, and removing liom the installation radioactive material
and its shielding or containment. The licensee shall retain these records as tbllows:

(l) I.lach record ofa test for leakage ofradioactive material required by
paragraph 2(ii) of Rule 420-3 -26-.0?(7)(a) must be retained for 3 years after the next required
leak test is performed or until the sealed source is transferred or disposed.
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(ll) Each record ofa test ol'1hc ofl--on mcchanism and indicator required by
paragraph 2(ii) of Rule 420-l-26-,02(7Xa) must be retained lbr 3 years after the next required
test of the on-off mechanism and indicator is perfbrmed or until the sealed sourcc is transferred
or disposed.

(III) Each record that is required by paragraph 2(iii) ofRule 420-3-26-.02(7)(a) must
be retained for 3 years from the date ofthe recordetl event or until the device is transfened or
disposed.

(v) Shall irunediately suspend operation of the device if there is a failure of, or
damage to, or any indication ofa possible f'ailure olor damage to, the shielding ofthe
radioactive rnaterial or the on-off mechanism or indicator, or Lrpon tlre detection of
0.005rnicrocurie(0.185becquerellormoreofrcmovablcradioactivcmatcrial.'lhedcvicemay
not be operated until it has been repaired by the manulacturer or another person holding a

specific license to repair such devices that was issued by the Agency, another Agreement State.
or the U.S, Nuclear Regulatory Commission. Thc device and any radioactive material f}om the
device may only be disposed of by lransfer to a person authorized by a specific license to receive
the radioactive material in the devicc or as otherwise approved by the Agency. A report
containing a brief description ofthe event and the remedial action taken; and, in the case of
detecrion of0.005 microcurie (0.185 kBq) or more removable radioactive material or failure of
or damage to a source likely to result in contamination ofthe premises or the environs, a plan lor
ensuring that the premises and environs are acceptable for uruestricted use, must be furnished to
the Dircctor. Officcof Radiation Control, P. O. Box 303017, Montgomery, Alabama 36130-3017
within 30 days. Under thcse circumstances. the crileria sct out in Ru)e 420-3-26-.03(60).
"Radiological Criteria for Unrestricted Use" mav be applicable, as determined bl, ti,e Agencv on
a case-by-case basis.

(ui) Shall not abandon the device containing radioactive materiai.

(vii) Shall not export the devicc containing radioactive material except in accordance
with regulations of the U.S. Nuclear Regulalory Conimission.

(viii) Shall transf'er or dispose ofthe device containing radioactive material only by
export as provided by puagraph 2(vii) of Rule 420-3-26-.02(7)(a), by transfer 10 another general
licensee as authorized in paragraph 2(xi) of Rule 420-3-26-.02(7Xa), or to a person authorized to
receive the device by a specific license issued under this Rule 420-3-26-.02. or to a person

authorized to receive thc devicc by a specilic license issued under Rule 420-3 -26-.02 that
authorizes waste collection, or equivalenl regulations of another Agreement State or the U.S.
Nuclear Regulatory Commission. or as otherwise approved under paragraph 2(x) of
Rule 420-3-26-.02(7)(a).

(ix) Shall, uithin 30 days after the transfer ofa device to a specific licensee or export.
fumish a report to thc Dircctor, Officc of Radiation Controi, P.O. Box 303017, Montgomery,
Alabama 36130-3017. The report must contain:

16



(I) 'l'he identification ofthe device by manufacturer's (or initial transferor's) name,
model number, and serial number.

(lD The name, address, and license number ofthe person receiving the device (license
numbcr nor applicable if exported).

0m The datc of the transfer,

(r) Shall obtain written Agency approval before rransl'ening the device to any
specilic liccnsee not specitjcally identified in paragraph 2(viii) of Rule 420-3 -26-.02(7)(a);
however, a holder of a specific license may transfer a device for possession and use under its
own specific license without prior approval if the holder:

0) Verifies that the specific license authorizes the possession and use; or applies fbr
and obtains an amendment to thc licensc authorizing the possession and use.

(fD Rcmoves, alters, covers. or clcarly and unambiguousLy augments the existing
label [otherwise required by Rule 420-3 -26-.02(7)(a)2(i)) so dut the device is labeled in
complizurce with Rule 420-3-26-.03(30); however. the manufacturer model numbcr and serial
number must be relained.

(lII) Obtains manufacturer's or initial transl'eror's infbrnration concerning nrainlenance
that would be applicable under the speciflrc license (such as leak testing procedures).

(IV) Reports tlre transfer as required in Rule 420-3-26-.02(7)(a)2(ix)

(xi) Shall transfer the device to anolher general licensee only if:

(l) The device remains in use at a pafiicular location. In this case, the transleror shall
give the transleree a copy oithis Rule 420-3-26-.02, a copy of Rule 420-3-26-.03, and any safety
documents identified in the label of the device. Within 30 days of lhe transfer, the transferor shall
repoft ro the Director, Oflice of Radiation Control, P.O. Box 3 03017-3 017, Montgomcry,
Alabama 3 6 i 30-3017:

IV, 'l'he namc, titlc. and phonc number oflhe responsible individual identified b1.'the
licensee in accordance with paragraph 2(xiv) of Rule 420-3 -26-.02(7)(a) to have knowledge of
and authority to take actions to ensure compliance with the appropriate rules and requirements;
or
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(ll) The device is held in storage by an intermediate person in the original shipping
conlainer at its intended location of use prior to initial use by a general lioensee.

(xii) Shall comply with the provisions of Rule 420-3-26-.03(5'l) and (52) for reporting
stolen, lost, or missing sources or devices and reporting radiation incidents but shall be exempt,
unless otherwise specified, from the other requiremenls of Rule 420-3-26-.03 and
Rule 420-3 -26-.10.

(xiii) Sha)l respond to w tten requests liom the Agency to provide information relating
to the gcncral license rvithin 30 calendar days ofthe request, or t-rther time specilied in rhe
request. Ifthe general licensee cannot provide the requested infbrmation within the allotted time
it shall, within that same time period, request a longer penod to supply the infonnation by
providing the Dircctor, Officc of Radiation Control, P.O. tsox 303017, Montgomery, Alabama
36130-3017 a wrinen justification lor the request.

(xiv) Shall appoint an individual responsiblc fbr having knowledge ofthe appropriate
rulcs and requiremcnts and the authority for taking required actions to compiy with appropriate
rules and requirements. The gencral liccnsec, tkough this individual, shall cnsure thc day-to-day
compliance u,ith appropriate ruies and requirernents. This appointment does not relieve thc
general licenscc of any responsibility in this regard.

(xv) Shall register, in accordance with paragraphs (7Xa)2(xvXi) and (ll) of
Rule 420-3-26-.02(7)(a), devices containing at }east I 0 millicuries (3 7OMtsq) of cesium- l3 7,
0. I millicurie (3.7MBq) of strontium-90, 1.0 millicurie (37 MBq.) of cobalt-60, 0.1 rnillicurie of
radium-226, or I .0 millicurie (3 7N{Bq) of americium-241 or any other transuranic [i.e ., elcment
with atomic number greater than uranium (92)1, based on the activity indicated on the label. Each
address tbr a location of use, as described in paragraph (7)(a)2(xv)(II)N of Rule 420-3-26-
.02(7)(a), represents a separate general Iicense and requires a separate registration.

(D If in possession ofa device meeting the criteria ofparagraph (a)2(xv) of
Rule 420-3-26-.02(7)(a), shatl register these devices with the Agency. The registration
information must be submitted to the Agency within 30 days ofthe date ofreceipt ofthe
device(s) and annually thereafter. In addition, a general licensee holding devices meeting the
criteria ofparagraph (a)2(xv) of Rule 420-3-26-.03 (7)(a) is subject to the bankruptcy norification
requirement in Rule 420-3 -26-.02( l2Xe).

(lD In registering devices, ttre general licensee shall lumish the following inlbrmation
and any other information speoifically requested by the Agency:

II. Information about each device: the manufacturer (or initial transferor), model
number, serial number, the radioisotope and activity (as indicated on the label).
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Ill. Name, title, and telephone number ofthe responsible person designated as a
representativc of the general licensee under paragraph (a)2(xiv) of Rule 420-l-26-.02(7)(a)

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

V. Certihcation by the responsible representative ofthe general licensee that the
iniormation conceming the dcvicc(s) has bcen vcrified through a physical inventory and
checking ollabel information.

VI. Certification by the responsible representative ofthe general licensee thal they are

aware of the requirements of the general license.

(xvi) Shall report changes to the nrailing address for the location ofuse (including
change in the name oflicensce) lo the Director. Office oi Radialion Control, P.0. Rox 303017,
Monlgomery, Alabama 3 613 0-3017 within l0 days ofthe effective dare ofthe change.

(xvii) May not hold devices that arc not in usc fbr longcr than 2 years. lfdeviccs ',vith
shutters are not being used, the shutter must be locked in the closed position. Ihe testing required
by paragraph (a)2(ii) of Rule 420-3 -26-.02(7 )(^) r.rced not be pcrformed during the period ol
storage only. Howevel, when devices are put back into service or transfened to another person.
and have not been tested within the requircd test interval, they must be tested lor leakage befbre
use or transfer and the shutter tested before use. Devices kept in standby for future use are
excluded tiom the 2-ycar time limit if the general licensee performs quarlerly physical

inventories of these devices while they are in standbv.

(xviii) Shall notiry the Agency, in writrng, immediately following the liling of a
voluntary or involuntary petition for banhuptcy under any chapter of Title l1 (Bankruptcy) of
the United States by or against:

(l) T'he licensce;

(ll) Any entity [as that term is defined in l l U.S.C. l0l(14)] controlling the licensee
or listing the license or licensee as property ofthe estate; or

(lll) An aftiliate [as that term is defined in ] 1 U.S.C. l0l(2)l ot the licensee

3. The general license in paragraph (7)(a) of l{ule 420-3-26-,02(7) docs not
authorize the manufaclure or import ofdevices containing radioactive material.

l. A general license is hereby issued to any pcrson to acquire, receive, possess, use,
or transfer in accordance with the provisions of paragraphs 2, 3 and 4 of this scction,
radium 226 contained in the following products manufactured prior to September l, 2010.

i9

(b) Certain ltems and Self-I.uminous Products Containing Radiun 226.



(i) Antiquitics originally intended for use by the general public. For the purposes of
this paragraph, antiquities mean products originally intended for use by the general public and
distributed in the late 19th and early 20th centuries, such as radir.rm emandtoD jars. rer isalors.
radium water jars, radon generators, refrigerator cards, radium bath salts, and healing pads.

(ii) Intact timepieccs containing greater than I microsurie (0.037 MBq), nonintact
timepieces, and timepiece hands and dials no longer installed in timepieces.

(iii) Luminous iten.rs installed in air. marire, or land vehiclcs

(iv) All other luminous products, provided thal. no more than 100 ilems are used or
stored at the same localion at any one time.

(v) Small radium sourccs containing no more tlran 1 microcuric (0.037 Mtsq) of
radium 226. For the purposes ofthis paragraph, "small radium sources" means discrete survey
instrumcnt check sources, sources contained in radiation measuring instruments, sources used in
educational demonstrations (such as cloud chambers and spinthariscopes), electron fubes,
Iightning rods, ionization sources, static e)iminalors, or as designated by the Agency or the U.S.
Nuclear Regulatory Commission.

2, Persons who acquire, receivc, possess. usc, or transfer radioactive material under
the general license issued in Rule 420-3-26-.02(7Xb) I are exempt fiom the provisions ofthis
rulc to thc extcnt that the receipt, use, or transfer of radioactive material is within the terms of the
general license; provided, however, that this excmplion shall not be deemcd to apply to any such
person specifir.:ally licensed under this rule.

3. .Arty person who acquires, receives, possesses, uses, or transfers radioactive
material in accordance with the gencral licensc in Rule a20-3-26-.02(7)(b) I :

(i) Shall n<.rtily the Agency should there be any indication ofpossiblc damage to the
product so that it appears it could result in a loss ofthe radioactive material. A rcport containing
a brief description of the event, and the remedial action taken, musl be fumished to the Agency
within 30 days.

(ii) Shall not abandon products containing radium 226. The product, and any
radioactive material from the product, may only be disposed ol in accordance with
Rule 420-3-26-.03 or by transfer to a person authorized by a specitic license to receive the
radium 226 in the product or as othcrwise approved by rhe Agency.

(iiD Shall not export products containing radium 226 except in accordance with U.S
Nuclear Regulatory Commission regulations.

(iv) Shall dispose oIproducts containing radium 226 at a disposal facility authorized
to dispose of radioactive material in accordance with any f'ederal or state solid or hazardous
waste law, including the Solid Waste Disposal Act of 2005, by transfer to a person aulhorized to
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receive radium 226 by a specific license issued under Rule 420-3-26-.02, or equivalcnt
rcgulations ofthe U.S. Nuclear Regulatory Commission or another Agreement State, or as

otherwise approved by the Agency.

(r) Shall respond to written requests from the Agency to provide information relating
to the general license within 30 calendar days of the writien rcqLtest, or othcr timc specified in
the requcst. Ifthe general licenscc cannot provide the requested information u,ithin the allotted
timc, it shall, within that same time period. reqr.lcst a longcr period tcr supply the infixmatiou b,v

providing the Agency a lwittcn justilication for thc rcquest.

4. The general license in Rule 420-3-26-.02(7Xb) I does not authorize the
manufacture, assembly, disassembly, repair, or import ofproducts containing radium 226, except
that timepieces may be disassembled and repaired.

(c) Luminous Safety Devices for Aircraft.

l. A general license is hereby issued to ov,,n, receive, acquire, possess, and use

tritium or promethium I47 contained in luminous safety deviccs lor use in aircrat provided

(i) Each device contains not more than l0 curies (370 GBq) oftritium or
300 millicuries (11.1 GBq)of promethium 147.

(ii) Each device has been manufactured, assembled, or imported in accordance rvith a

specific license issued by the U.S, Nuclear Regulatory Commission or each device has been
manufactured or assembled in accordance with the specilications contained in a spccific license
or equivalent licensing document issued by the Agency (lr any Agleenrent Slate to the
manufacturer or assembler of such device pursuant to licensing requirements equivalent to those
in Section 32.53 of l0 CFR Part 32 ofthe regulations ol the U.S. Nuclear Regulatory
Clommission.

2. Persons who own, receive, acquire, possess, or use luminous safery devices
pursuan! to the general licensc in subparagraph I of this paragraph are exempt from the
requirements of Rule 420-3-26-.03 and 420-3-26-.10 except that they shall comply 'r,vith the
provisions o1420 -3-26-.02(23) and 420-3 -26 -.02(24).

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

4. This general license does not authorize the ownership, receipt, acquisition,
possession, or use of promelhium 147 contained in inslrument dials.

5. The general license provided in this paragraph is subject to the provisions ot
420-3-26-.01(6), 420-3-26-.01(7),420-3 -26-.01(8), 420-3-26-.0 r ( 10), 420-3-26-.01 ( I I ),
420-3-26-.01(12), 420-3-26-.02(.12), 420-3-26-.02( 1 8), 470-3-26-.02(21), and Rule 470-3-76-.t0
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(d) Calibration and Reference Sources

L A general license is hereby issucd to those pcrsons listed below to own, receive,
acquire, possess, use, and transfer, in accordance with the provisions of subparagraphs 3 and 4 of
this paragraph (d), americium 241 and radium 226 in the form ofcalibration or reference
sources:

(i) Any person who holds a specilic licensc issued by the Agency which aulhorizes
him to receive, possess, use. and transfer radioactive material.

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

2. A general license is hereby issued to receive, possess, use, and transfer plutonium
in the form ofcalibration or reference sources in accordance with the provisions of
subparagraphs 3 and 4 of this paragraph (d) to any person who holds a specific license issucd by
the Agency u,hich authorizes him to receive, possess, use, a:rd transler radioactive malerial.

3. The genelal licenses in subpalagrapl.rs I and 2 ofthis paragraph apply only to
calrbration or rcfcrcnce sriuroes rvhich have bcen manul'ac(uled in acctrrdance with specifications
contained in a specific Iicense issued to the manutacturcr or importer ofthc sources by the U.S.
Nuclear Regulakrry Commission pursuant to Section 32.57 of' l0 CFR Part 32 oiSection 70.i9
ol l0 CFR Pan 70, or which havc been manufactured in accordance with the specilications
contained in a specific license or equivalent licensing document issued to the manul'acturer by
the Agency or any Agreement State pursuant to licensing requirements equivalent to those
contained in Section 32.57 of 10 CFR Part 32 or Section 70.39 of l0 CFR Pan 70 ofthe
regulations of the U.S. Nuclear Regulatory Commission.

4. The general licenses in subparagraphs I and 2 olthis paragraph are subjeot to the
provisions of 420-3-76-.01(6'). 420-3-26-.01(7 ), 420-3-26-,01 (8), 420-3 -26-.01 ( I 0).
420-3-26-.0I (l I ) , 420-3-26-.07 ( l2), and 420-3-26-.02(19). I{ule 420-3-26-.03 and

Rule 420-3-26-.l0 ofthcse rules. ln addition, persons who own, rcceivc. acquire, p(rsscss. use,

antl transl'er one or more calibration or reference sources pursuant to these genera.l Iicenses:

(i) Shall not possess at any one time, at any one location ofsloragc or use, more than
5 microcuries (0.185 MBq) of americium 241, 5 microcuries (0.185 MBq) of radium 226, and

5 microcuries (0. I 85 MBq) of plutonium in such sources.

(ii) Shall not receive, possess, use, or transl'cr such source unless the source, or thc
storage container, bears a label which includes tlie following statement or a substantially similar
statement which contains the inlormation called for in thc lollowing statcmcnt:

The receipt, posscssion, use, and transtcr olthis sourcc, Ivlodel
Serial No. , are subject to a general license and the regulations ofthe tJ.S.
Nuclear Regulatory Commission or of a State with which the Commission has entered into an
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agreemcnt for the exercise ofregulatory authorily. Do not remove this label

CAUTION - RADIOACTIVE MATERIAI, - THIS SOURCE CONTAINS (AMEzuCIUM 24I),
(RADTUM 226). (PLU]'ON1UM).3 DO NOTTOUCH RADTOACTIVE pbnrtON OF THIS

SOURCE.

(Name of Manufacturer or Initial Transleror)

(iii) Shall not tlansfer, abandon, ol dispose of such source except by transler to a
person authorized by a license from the Agency, the U.S. Nuclear Regulatory Commission, or an
Agreement State to receive the source.

(iv) Shall store such source, except when the source is being used, in a closed
container adequately designed and constructed to contain americiunr 241, radium 226, or
plutonium which might otherwisc escape during storage.

(u) Each person licensed under Section 32.57 olU.S. Nuclear Regulatory
Commission Rute 10 CFR Part 32 shall perform a dry wipe test on each source containing more
than 0.1 microourie (3.7 kilobecquerels) of americium 241 or radium 226 belbre transferring the

source to a general licensee as authorized in Rule 420-3-26-.02(7)(d) I or equivalent regulations
of thc lJ.S. Nuclear Regulatory Commission or a,r Agreement State. 'Ihis test shall bc perfbrmed
by wiping the entire radioactivc surface ofthe source using a tilter paper with the application of
moderatc linger pressure. The radioactivity on the paper shall be nreasured by using radiation
detection instrumentation capable ol detecting 0.005 microcuries (0. I 85 kilobecquerel) of
americium 241 or radiutn 226. If this test discloses more than 0.005 microcuries
(0.185 kilobecquerel) of radioactive material, the source shall be deerned to be leaking
americiurl 241 or radium 226 and shall not be transf'erred 10 a general licensee under
Rule 420-3-26-.02(7)(d) I or equivalent regulations ofthe U.S. Nuclear Regulatory Commission
or an Agreement State.

(vi) Shall not usc such source tbr any purpose other rhan the calibration ol'radiation
detcctors or the standardization of other sources.

5. 'l'hese general licenses do not authorize the rrranulacturer of calibration or
reference sourccs containing amcricium 241 , radium 226, or plutonium.

(e) Ownership ofRadioactive lr4aterial. A general license is hereby issued to own
radioactive material without regard to quantity. Notwithstanding any other provisions of this
rule, this general license does not authorize the manufacture, produclion, transfer, receipt,
possession, or use ofradioactive material.

(0 Ice Detection Devices

'Showing only the name ofthe appropriate material
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L A general license is hereby issued to olrn, receive, acquire. possess, use, and
lransfer strontium 90 contained in ice detection devices, provided each device contains no more
than 50 (1.85 MBq) microcuries ofstrontium 90 and each device has been manufactured or
imported in accordance with a specific license issued by the U.S. Nuclear Regulatory
Commission or each device has been manufactured in accordancc with the specifications
contained in a specific license; or

2. Persons who own, receive, acquire, possess, use, or transfer strontium 90
contained in ice detection devices pursuant to the general license in subparagraph 1 ofthis
paragraph (i)r

(i) Shall, upon occllrrence of visually observable damage, such as a bend or crack or
discoioration tiom ovcrheating thc devicc, discontinue usc of the device until it has been
inspected, tested fbr leakage, and repaired by a person holding a specific license frorr the U.S.
Nuclear Regulatory Commission or an Agreement State to manufacture or service such devices;
or shall dispose of the device pursuant to the provisions of this Rule 420-3-26-.02.

(ii) Shall assure that all labels affixed to the device at the timc ofreceipt, and which
bear a statement which prohibits removal of the labels, are rnaintained thereon.

(iii) Are exempt lrom the requirements of Rules 420-3-26 -.03 and 420-3-26-. I 0 except
that such persons shall comply *,ith the provisions of 420-3-26-.03(3 8), 420-3-26-.03(5 1), and
420-3-26-.03(52) of these rules.

(iv) Are cxempt from thc requircmcnts olRulcs 420-3-26-.02 and 420-3-26-.01 except
that such persons shall comply with the provisions of 420-3-26-.02(12),420-3-26-.02(18),
420-3-26-.02(19), 420-3-26-.02(21), 420-326-.01 (6) , 4ZA-3-26-.01(7), 420-3-26-.01(8),
120-3-26-.01 ( I 0), 420-3 -26-.lt(t t) and 420-3-26-.01(12).

3. This general liccnse does not authorizc the manufacture, asscmbly, disassembly,
repair, or impo( of strontium 90 in ice detection devices.

(g) General [,icense for Use of Radioactive Material for Certain In Vitro Clinical or
Laboratory Testing.

l. A geueral license is hereby issued to any physician, veterinarian in the practice of
veterinary medicine, clinical laboratory, or hospital to receive. acquire, possess, transfer. or use,

tbr any o1 the lollowing stated tests4, in accordance with the provisions of subparagraphs 2, 3, 4,
5, and 6 ofthis paragraph, the tbllowing radioaclive materials in prepackaged units:

(i) Iodine 125, in units not exceeding l0 microcuries (0.37 MBq) each for use in in
vitro clinical or laboratory tests not involving internal or extemal administration ofradioactivc

'The New Drug Provisions ofthe Federal Food, Drug- and Cosmetic Act also govem the
availability and use ofany specific diagnostic drugs in inlerstate commerce.



material. or the radiation therefrom, to human beings or animals

(ii) Iodine I i I . in units not exceeding I 0 rnicrocuries (0.37 N{Bq) each for usc in in
vitro ciinical or laboratory tests nol involving internal or external administration of radioactive
material, or the radiation therefrom, to human beings or animals.

(iii) Carbon-14, in units not exceeding l0 microcuries (0.37 MBq) each for use in in
vitro clinical or laboratory tests not involving internal or extcmal administration ofradioactive
material, or the radiation thercliom. to human bcings or animals.

(iv) Hydrogen 3 (tritium), in units not exceeding 50 microcuries (1.85 MBq) each for
use in in vitro clinical or laboratory tests not involving intemal or external administration o1'

radioactive material, or the radiation therelrom, to human beings or animals.

(v) Iron-59 in units not exceeding 20 microcuries (0.7a MBq) each for use in in vitro
clinical or laboratory tests not involving intcmal or cxtemal administration ofradioactive mate-
rials, or the radiation therefrom, to human beings or animals.

(ri) Cobalt-s7, in units not exceeding 10 rnicrocuries (0.37 MBq) each, for use in in
vitro clinical or laboratory tests not involving internal or extemal administration ofradioactive
materials, or the radiation thercfiom, to human beings or animals.

(vii) Selenium-75, in units not cxceeding l0 microcuries (0.37 MBq) each for use in in
vitro clinical or laboratory tests not involving internal or external adrrinistration o1'radioactive
materials, or the radiatior.r therefrom. to human beings or animals.

(viii) \4ock Iodine-125 rel'erence or calibration sources, in units not excceding
0.05 microcurie (1.85 kBq) oflodine-129 and 0.005 (0.185 kBq) microcurie of americium 241
each for use in in vitro clinical or laboratory tests not involving intemal or external
administration ofradioactive material, or the radiation theretiom, to human beings or animals.

2. No person shall receive, acquire, possess, use, or transt'er radioactive material
pursuant to the general license establishedby 470-3-26-.02(7)(g)l until he has filed Agency Form
IV-GL "Certificate - In Vitro Testing with Radioactive Material Under General L,icense" rvilh the
Agency and received from the Agency a validated copy of Agency Form IV-GI, with
certihcation number assigned. The physician, clinical laboratory, or hospital shall fumish on
Agency Form IV-GL the following information and such olher information as may be required
by that form:

(i) Name and address olthe physician, clinical laboratory, or hospital

The location of use.(ii)

(iii) A statement that the physician. clinical laboratory, veterinarian. or hospital has

appropriate radiation measuring instruments 10 carry out in vitro clinical or laboratory tests with
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3. A person who receivcs, acquircs, posscsses, or uses radioactive material pursuanl
to the general license established by subparagraph I ofthis paragraph shall comply u'ith the
following:

(i) The general Iicensee shall not possess at any one time, pursuant to the general
license in a20-3 -26-.02(7)(g)l at any one location of storage or use a total amount oliodine 125,
iodine 1 3I , iron 59, cobalt 57, andlor selenium 75 in excess of200 microcuries (7.4 MBq).

(ii) Thc gencral licensec shall storc the radioactivc material, until used, in tlie original
shipping container or in a container providing equivalent radiation prolectiolr.

(iii) The general licensee shall use the radioactive material only 1br the uses authorized
by subparagraph I ofthis paragraph.

(iv) Thc general licensee shall not transfer the radioactive material to a person who is
not authorized to rcceive it pursuanl to a license issued by the Agency, the U,S. Nuclcar
Regulatory Commission, Licensing State, or any Agreement State, nor transfer the radioactive
material in any mamer other than in an unopened, labeled shipping container as received from
the supplier.

4. The general licensee shall not receive, acquire, possess, or use radioactive
material pursuant to subparagraph I ofthis paragraph:

(i) Except as prepackaged units which are labeled in accordance widr the provisions
of an applicable specific license issued pursuant to 420-3 -26-.02(10)(k) or in accordance with a
specific license issucd by the U.S. Nuclear Regulatory Commission, Liccnsing Statc, or an
Agreemenl State rvhich authorizes the manufacture and distribution ofiodine 125, iodine 131,

carbon 14, h1'drogen 3 (tritium), iron 59, cobalt 57, mock iodine 125, or selenium 75 for
distribution to persons generally licensed pursuant to 420-3-26-.02(h) or its equivalent.

(ii) Unless the following statement, or a substantially similar statement which
contains the information called for in the lollorving statement, appears on a label affixed to each
prepackaged unit or appears in a Ieallet or brochure rvhich accompanies the package:

'l'his radioactivc malerial may be received, acquircd, possessed, and used only by
physicians, veterinarians in the practice ofveterinary medicine, clinical laboratories or hospitals
and onl1, 1br in vitro clinical or laboratory tests not involving intemal or extemal administration
ofthe material, or the radiation therefrom to human beings or animals: Its receipt, acquisition,
possession, use, and transfer are subjcct to thc rcgulations and gcncral liccnsc ofthe U.S.
Nuclear Regulatory Commission or of a state with which the Commission has entered into an

agreement for the excrcise of regulatory authority.
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Name of lvlanufacturer'

5. Thc physician, clinical laboratory, or hospital possessing or using radioactive
materials under the general license ofsubparagraph 1 ofthis paragraph shall report in writing to
the Agency, any changes in the information fumished by him in Form IV-GL "Certificale - ln
Vitro Testing with Radioactivc Matcrial Under General License." The report shall be fhmished
rvithin 30 days altcr the ellective date ofsuch changc.

6. Any person using radioactive material pursuant to the general license of
subparagraph I of this paragraph is exempt from the requirements of Rulc 420-3-26-.03 and 420-
3-26-.1 0 of these rules with respect to radioactive materials covered by that general license,
excepl that such persons using the mock iodine- 125 described in paragraph I (viii) of this section
slrall comply with the provisions of 420-3-26-.03(38), 420-3-26-.03 (51), and 420-3-26-.03(52) of
Rule 420-3-26-.03.

Specific License

(8) Filing ofApplication for Specific Licenses.

(a) Applications for specific licenses shall be frled on a form prescribed by the
Agency.

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

(c) Each application shall be signed by thc applicant or licensee or a person duly
authorized to act for and on his behalf.

(d) An application for a license may include a request for a license authorizing one or
more activities.

(e) ln his application, the applicant may incorporale by reference information
contained in previous applications, statements, or reports filed with the Agency provided such
relereuces are clear and specilic.

(0 Applications and documents submined to the Agency may be made available for
public inspection except that the Agency may withhold anv documcnt or part thereof lrom public
inspection if disclosure of its contents is not required in the public interest and would adversely
affect the interest of a person concerned.

(g) An application for a specific license to use radioactive material in the form ola

27



sealed source or in a device that contains the sealed source must either:

l. Identify the source or device by manufacturer and rnodel number as registered
with the U.S. Nuclear Regulatory Commission, or with an Agreement Statc, in thc Sealed Source
and Device Registry; or

2. fhe rcqucst lor revie'"v of a sealed source or a device must inch.rdc sulficicnt
infomration aboul the design, manufacture, prototype tesring, quality contlol proglam. labeling.
proposed uses and leak tesling and. lbr a dcvice, the request must also include sutficient
information about inslallation, service and maintenance, operating and sal'ety instruclions, and its
potential hazards, to provide reasonable assurancc that the radiation safety properties of thc
source or device are adequate to protect hcalth and minimizc dangcr to life and property.

3. For sealed sources and devices allowed 1o be distributed without registration of
safety information in accordance with 10 CFR 32.210(g)(l), the applicant may supply only the
manul'acturer, model number, and radionuclide and quantir-y*.

(9) General Requirements forthelssuance ofSpecific Liccnses. A iicense
application rvill be approvetl iI the Agency detemrines that:

(a) The applicant is qualified by reason oftraining and experience to use the material
in qucstion lor the purpose rcquestcd in acoordancc with these rules in such a manner as to
minimize danger to public health and safety or property.

(b) The applicant's proposed equipment. facilities, a-nd procedures are adequate to
minimize danger to public health and safety ofproperty.

(c) The issuance ofthe license will no1 be inimical to lhe health and safety olthe
public

(d) The applicant satisfied any applicable special rcquircmcnts in this
Rulc 420-3-26-.02.

(10) Special Requirements for Issuance ofSpecific Licenses for Radioactive
Materials.

(a) Human Use of Radioactive Materials. In addition to the requirements set forth in
420-3-26-.02(9) above, a spcoific license for human use ofradioactive material in institutions
will he issued only iC

1. The applicant has appointed a medical isotope comrnittee, in accordance with
120-3-26-.07 (19) to cvaluate all proposals lor rcsearch. diagnostic. and thcrapeutic use ol'
radioisotopes perlormed under the Iicense. Membership and functions ofthe conrmittee are

described in 420-3 -26-.07 (l 9).
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2. 'I'he applicant possesses adcquale l'aoilities lor the clinical care ofpatients

3. l'hc physician designated on the application as the individual user has substantial
experience in handling and administration ofradioisotopes and, where applicable, the clinical
management of radioactive patients.

4. Ilthe application is for a license to use unspecified quantities or multiple types of
radioactive material, the applicant's staif has substantial experience in the use ofa variety of
radioactive nralcrials for a variety ofhuman uscs,

5. An application iiom a medical facility ol educational institulion to produce

Positron Emission Tomography (PET) radioactive drugs for non-commercial transfer to itselllbr
medical use under Rule 420-3-26-.07 shall includc:

(i) A request for authorization lor the production ofPET radionuclides, or evidence
ofan existing license issued under Rule 420-3-26-.07 for a PE I' radionuclide production facility
from which it receives PET radionuclides.

(ii) Evidence that the applicant is qualified to produce radioactive drugs for medical
use

(ii1) Idcntification ofindividual(s) authorized to prepare PET radioactive drugs ifthe
applicant is a phamracy and documentation that each individual mccts the requirements ol
authorized nuclear pharmacist as specilled in Rule 420-3-26-.02( 1 0)(05.

(iv) Information identified in Rule 420-3-26-.02( 10)(t) 1(iii) on the PET radioactive
drugs for medical use to bc transferred to itself

(b) Licensing of Individual Physicians lor Human Use of Radioactive Materials

l. tur application by an individual physician or gror.rps ofphysicians tbr a specific
license for human use ofradioactive material will be approvcd if:

(i) The applicant satisfies the general rcquiremcnts specified in 420-3-26-.02(9) of
this Rulc, 420-3-26-.02.

(ii) The application is for use in the applicant's practice in an office(s) outside a
medical institution.

(iii) The applicant has access to a hospital possessing adequate facilities to hospitalize
and monitor the applicant's radioactive patients whenever it is advisable.

(iv) The applicant has extensive experience in the proposed use, the hand)ing and
administration ol radioisotopes, and wherc applicable, thc clinical management ol radioactivc
patients. Physicians who wish to be nanred as authorized users fbr the medical use ol radioactive
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material nlust submit documentation that they meet the appropriate training and experience as
specified in Rule 420-3-26-.07.

2. The Agency will not approve an application by an individual physician or group
of physicians fbr a specific license to reccive, possess, or use radioactive material on the
premises of a medical institution unless:

(D The use of radioactive material is limited to:

0) The administration of radiopharmaceuticals for diagnostic or thcrapcutic pur-
poses;

(lD The perlbrmance ofdiagnostic studies on patients to whom a radiopharmaceutical
has been administered;

(lll) The performance of in vitro diagnostic studies; or

(lV) Thc calibration and quality control checks ofradioactive assay instrumentation,
radiation safety instrumentation, and diagnostic instrumentation;

(ii) The physician brings the radioactive material with him and removes the
radioactive malerial when he departs. (The institution cannot receivc. posst,ss. or store
radioactive material other than the amount of rnaterial remaining in the patient).

(ii| 'l'he medical institution does not hold a radioactive material license under
420-3-26-.02 ( l0)(a).

(c) Calibration or Reference Sources Containing Americium-241 or Radium-226:
Requirements for License to Manufacture or Initially Transfer. An applioation for a specific
license to manufacture or initially transfer calibration or reference sources containing americium-
241 or radium-226, for distribution to persons generally licensed under Rule a20-3-26-.02(7)(a)
will be approved if:

I. The applicant satisfics the general requirements of 420-l-26-.02(9)

2. 'Ihe applicant submits sulficient inlormation regarding each type ofcalibration or
reference source pefiinent to evaluation of the potential radiation exposure, including:

(i) Chemical and physical form and maximum quantity ofamericium 241 or
radium-226 in the source.

(ii) Details ofconstruction and design,

(iii) l)etaiis olthe method ofincorporation and binding ofthe americium-241 or
radium-226 in the source.
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(ir) Procedures for and results ofprototype testing ofsources, which iire designed to
contain morc than 0.005 microcurie of americium-241 or radium-226. to demonsrrate that rhe
americium-241 or radium-226 contained in each source wili not be released or be removed liom
the source undcr normal conditions of use.

(") Details of quality control procedures to be followed in manufacture of the source

(ui) Description oflabeling to be af{ixed to the source or the storage oontainer lor thc
soulc{-:.

(vii) Any additional information, including experimental studies and tests, required by
the Agency to facilitate a determination ofthe safety ofthe source.

3. Dach source will contain no more than 5 microcurics of amcricium-241 or
radium-226.

4. The Agency determines, with respect to any type of source containing more than
0.005 microcurie of americium-241 or radium-226, that:

(i) Thc method of incorporation and binding of the americium-241 or radium-226 in
the source is such that the americium-241 will not be released or be removed from the source
under normal conditions of use and handling of the source.

(ii) The source has been subjected to and has satisfactorily passed the prototype tests
prescribed by subparagraph 5 of this section.

5. The applioant shall subject at least llve prolotypes oleach source that is desrgned
to contain more than 0.005 microcurie of americium-241 or radium-226 to tests as lbllows:

(i) The initial quantity ofradioactive material deposited on each source is measured
by direcl counting ofthe source.

(ii) The sources are subjected to tests that adequately take into account the individual
aggregate, and cumulative effccts of environmental conditions expccled in service that could
adversely affect the effective containrnent or binding of americium-241 or radium-226, such as

physical handling, moisture, and water immersion.

(iii) I'hc sources are inspected fbr evidcnce olphysical damage'and for loss of
americium-241 or radium-226, afler each stage oftesting, using rnethods ofinspection adequate
1br determining compliance with the criteria in subparagraph 5(iv) of this section.

(iv) Source designs ue rejected for rvhich the following has been detected lor any
unit. Removal of more than 0.005 microcurie of americium-241 or radium-226 from the source
or any other evidence of physical damage.
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6. Each person licensed under paragraph (c) shall aftix to each source, or storage
container for the source, a label which shall contain sufficient inlormation relative to safe use
and storage of the source and shall include the following statemcnt or a substantially similar
statement which contains the intbrmation called for in the fbllowing statementi

CAUTION-RADIOACTIVE N{ATERIAL-'IHIS SOURCE CONTAINS AMERICIUM-241 (or
ITADIUM-226). DO NOT TOUCH THE RADIOACTIVE PORTION OF TIIIS SOURCI],

Name of manufacturer or initial transleror

(d) Human Use ofSealed Sources. In addition to thc requircmcnts sct forth in
420-3-26-.02(9) above, a specifio license for human use of sealed sources will be issued only if
the applicant, or if the application is made by an instirution, the individual user:

I . FIas specialized training in the thcrapeutic use of the sealed source considered
(teletherapy unit, beta applicator, etc.) as specified in Rule 420-3-26-.07 or has expericnce
equivalent to such training.

2. Is a physician.

(e) Multiple Quantities or Types of Radioactive Material lor Use in Research and
Development. In addition to the requirements set forth in 420-3-26-.02(9) above, a specific
license for multiple quantjties or types of radioactive material lbr use in research and develop-
ment will be issucd only if:

1. fhe applicant's staffhas substantial experience in the use ofavariety of
radioisotopes for a variety of research and development uses.

2. The applicant has established an isotopc committee (composed of such persons as

a radiological safety officer, a representative ofthe business office, and one or more persons
trained or experienced in the safe use ofradioactive materials) which will revier,v and approve, in
advance ofpurchase of radioisotopes, proposals for such use.

3. The applicant has appointed a radiological safety officcr who will advise and
assist on radiological safety issues.

(0 Scrialization ofNationally Tracked Sotrrces. Each licensee who manufactures a
nationally tracked source after September l, 2010, shall assign a unique serial number to each
nationally tracked source. Serial numbers must be composed only of alphanumeric characters.
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(g) Licensing the Manufacture and lnitial Transfer of Devices to Persons Generally
Licensed tJnder Rule 420-3 -26-.02(7)(a).

l. An application tbr a spccific license to manufacture or initially transf'er devices
containing radioactive material, excluding special nuclear materials to persons generally licensed
under Rule 420-3 -26-.07(7)(a) or equivalent regulations ol'the U.S, Nuclear Regulatory
Comnrission or an Agreement State will be approved ifl:

(i) Thc applicant satislics the gcneral requiremcnts of 42U3-26-.02(t) )

(ii) The applicant submits sufficient information relating to the design, manul'acture,
prototype testing, quality control, labels, proposed uses, installation, servicing, leak testing,
operaling and safcty instruction, and potenrial hazards of the device 1o provide reasonable
assurance thal:

0)
protection.

'lhe device can be safcly operated by persons not having training in radiological

(II) Under ordinary conditions of handling, storage, and use of the device, the
radioactive material contained in the device will not be released or inadvertently removed from
the device, and it is unlikely that any person will receive in any period of one calendar quarter a
dose in excess of 10 percent ofthe limits specified io 420-3 -76-.03(6).

(II) Under accident conditions (such as fire and explosion) associated with handling,
storage, and use ofthe device, it is unlikely that any person would rcceivc an extemal radiation
dose or dose commitment in excess of the following organ doses:

Who)e bodyl head and trunk: active
blood-Iornring organs;
gonads; or lens of eyc

Ilands and forearms; feet and ankles,
Iocalized areas of skin averaged over areas

no larger than I square centimeter

15 rerns

200 rems

Other organs 50 rcms

(iii) Each device bears a durable, legible, clearly visible label or labels approved by
the Agency, which contain in a clearly identified and separate statement:

(D lnstructions and precautions necessary to assure safe installation, operation, and
servicing ofthe device (documents such as operating and sen ice manuals may be identilied in
the label and used to provide this information).
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(II) The requirement, or lack olrequiremellt, for leak testing, or for tesling any on-off
mechanism and indicator. including the maximum time interval for such testing,
and the identification ofradioactive material by isotopc, quantity of radioactivity, and date of
determination of the quantity.

(III) The infbrmation called for in the lbllowing statement in thc same or substantially
similar form:

The receipt. possession, use, and transfer olthis device, Model
subject to a general license or the equivalent and the regulations of thc U.S. NLrclear Regulatory
Commission or a State with which the U.S. Nuclear Regulatory Commission has entered into an
agreement for the exercise ofregulatory authority. This label shall be maintained on the device
in a legible condition. Rcmoval ofthis Iabel is prohibited.

CATJTION . RADIOACTIVE \4ATERIAI,

lName of manufacturer or initial transferor)

(i") Each device having a separable source housi:rg that provides the primary
shielding for thc source also bears, on the source housing, a durable label containing the device
model number and serial number, the isotope and quantiry, the lvords, "Caution - Radioactive
Material," the radiation symbol described in Rule 420-3-26-.03(27Xa), and the name of the
manul'acturer and initial distributor.

(") Each device meeting the criteria of Rule 420-3-26-.02(7)(a)2(xv) bears a
permanent (e.g., embossed, etched, stamped, or engraved) label affixed to the source housing if
separable, or the device if the source housing is not separable, that includes the words, "Caution -
Radioactive Material," and if practicable, the radiation symbol described in Rule
a20-3-26-.03(27)(a).

(vi) The device has been registered in the Sealed Source and Device Registry.

2. ln the event the applicant desires that the device be required to be tested at

intervals longer than 6 months, either fbr proper operation olthe on-offmechanism and

indicator, if any, or for leakage of radioactive material or ior both, he shall include in his
application sufficienl information to demonstrate thal such longer interval is justified by
performance characteristics ofthe device or similar devices and by design features which have a
signilicant bearing on the probability or consequences of Ieakage of radioactive material from
the device or failure ofthe on-offmechanism and indicator, ln determining thc acceptable
interval for the test for leakage of radioactive rnaterial, the Agency will consider infonnation
which includes, but is not limited to:

I The model, serial number, ancl name of the manufacturer or distributor may be omittcd from
this label provided the inlbrmation is elservhcre specitied in labcling atlixed to the devices.

_t . are
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Primary containment (source capsule).

Protection of primary contaiffnent,

Method of sea.ling containment.

Containment construction materials.

Form of contained radioactive matcrial.

Maximum temperature u'ithstood during prototype tests.

Maximum pressure withstood during protot)?e tests.

Maximum quantity of contained radioactive material.

Radiotoxicity of containcd radioactive material.

Operating experience with identical devices or similarly designed and constructed
d!'\'iccs

3. In the event ths applicant dcsires that fie gencral license ulder 420-3-26-
.02(7)(a), or under equivalent regulations ofthe U.S. Nuclear Regulatory Commission, Licensing
State, or an Agreement Statc, be authorized to instail thc devicc, collect the samplc to be

analyzed by a specific Iicensee for leakage of radioactive material, service the device, test the on-
offmechanism and indicator or remove thc devicc from installation, he shall include in his
application written instructions to be followed by the general licensee, estimated annual doses

associated with such activity or activities, and bases for such estimates. The submitted
information shall demonstate that performance ofsuch activity or activities by an individual
untraincd in radiological protection, in addition to other handling, storage, and use of devices
under thc general license, is unlikely to cause that individual to receive a dose in excess of l0
percent ofthe limits specified in 420-3-26-.03(6).

4. Conditions of licenses

(i) Ifa device contairiing radioactive rnalerial is to be transferred for use under a

general license contained in Rule 420-3-26-.02(7)(a), each person that is liccnsed under this rule
shall provide the information specified in this paragraph to each person to whom a device is to be
transt'erred. 'I'his information must be provided before the device may be transferred. ln the case
of a transfer through an intermediate person, the information must also be provided to the
intended user prior to initial transfer to thc intermediate person. The required infonnation
includes:

(l) A copy ofthe general license contained in Rule 420-3-26-.02(7Xa)t ifparagraphs
(ii), (iii) and (iv) ofRule 420-3-26-.02(7)(a)3 do not apply to the particular device, those

(D

(ii)

(iiD

(iv)

(v)

(vi)

(vii)

(viii)

(ix)

(x)
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(iI) A copy of Rule 420-3-26-.02(l)(a), Rule 420-3-26-.02(30), Rule 420-3-26-
03(51 ), and Rule 420-3-26-.03(52).

(IV) Information on acceptable disposal options including estimatcd costs ofdisposal

(V) An indication that the policy of the Agency, other,^greement States, and the U.S.
Nuclcar Rcgulatory Commission is to issuc civil penalties tbr improper disposal.

(ii) If radioactil'e matcrial is to be lranslerred in a device lbr use under an equir,'alent
general license of anothcr Agreement State or the lJ. S. Nuclear lLegulatory Comnrission, eaclr
person that is licensed under Rule 420-3-26-.02( l0)(1) shall provide lhe inforrnation specified in
this paragraph to cach person to whom a dcvicc is to bc transfcrred. 'l-hrs inlbrmation must be
provided before the device may be transfered. In the case of a transfer through an intermediate
person, the information must also be provided to the intended user prior to initial transfer to the
intermediate person. The required information includes:

(I) A copy of the appropriate Agrecment State or U.S. Nuclcar Regulatory
Cornmission rules or regulations equivalent to Agency Rules 420-3-26-.02{7')(a),
420-3-26-.02{30), 420-3-26-.03(5 1), and 420-3 -26-.03(52). Ifcertain paragraphs ofthc
regulations do not apply to a particular device, those paragraphs may be omitted.

(ll) A lisl ot the scrviccs that can only be pertbmed by a spccific licensee

(lll) lnlbrmation on acccptablc disposal options including cstimated costs ofdisposal

0V) The name or title, address, and phone number olthe contact at the Agreement
State regulatory agency or U.S. Nuclear Regulatory Commission office from which additional
information can be obtained.

(iii) An altemative approach to informing customers may be proposed by the licensec
lbr approval by the Agcncy.

(iu) Each device that is transfened after thc effective date of this rule nrust meet the
Iabeling requirements in Rule 420-3-26-.02(10)(g) 1(iii) through (v).

(r) Ifa notification ofbankuptcy has been made under Rule 420-3-26-.02(12)(e) or
the license is to be terminated, each person lioensed under Rule 470-3-26-.02{10)(9) shall
provide, upon request, to the Agency, to the U.S. Nuclear Regulatory Commission, and to any
appropriate Agreement State, records offinal disposition required under paragraph (10)(g)5(ii) ol
Rule 420-3-26-.02(1 0).

l6
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5. Material Transfer Reports and Records. Each person licensed undcr Rule
420-3-26-.02(10)(9) to initially transfer deviccs to generally licensed persons shall comply with
the requirements of this rule.

(i) 1'he person shall report by letter to the Director, Ofllce ofRadiation Conrrol.
P.O. Box 303017, Montgomery, Alabama 3 6130-3017 all transfers of such dcvices to persons for
use under the general license in Rule 420-3-26-.02(7)(a) and all receipts of devices from persons
liccnseri under Rule 420-3 -26-.02(7)(a). Thc rcpofi must be submittcd on a quarterlv basis on a
lomt prescribed by the Agency or in a clcar and lcgible reporr containing all the data rcquired by
the tbrm prescribed by the Agency.

I. The identity ofeach general licensee by nante and mailing address for tlre location
ofuse; ifthere is no mailing address for the location ofuse, an altemate address for the general
licensee shall be submittcd along with infbrmation on the actual location of use,

II. The name, title, and phone number ofthe person identified as having knowledge
of and authority to take required actions to ensure compliance with the appropriate rules and
recluirements.

I]I The date oftransfer.

The type, model number, and serial number ofthe device transferred

The quantity and type ofladioactive material contained in the device

IV,

(tl) If one or more intermediate persons will temporarily possess the device at the
intended place of use belbre its possession by the user, the reporl must include the same

infbrmation for both the intendcd user and each intermediate person, and clearly designate the
intermediate person(s).

(lll) For devices received front a Rule 420-3-26- .02(7)(a) licensee, the report must
include thc identity of the gencral Iicensee by name and address, the typc, model number, and
serial number of the device received, the date of receipt, and, in the case of devices not initially
transferred by the reporting licensee, the name of the manulacturer or initial transfcror.

(lV) If the licensee makes changes to a device possessed by a Rulc 420-3-26-.02(7 )(a)
general Iicensee, such that the label must be changed to update required information, the repofi
must identily thc gencral licensee, the device, and the changes to information on thc device label.

(V) J hc report must cover each calendar quarter, must bc filed rvithin 30 days ofthe
end ofthe calendar quarter, and must clearly indicate the period covered by the report.

(Vl) The repofi must clearly identify the specific licensee submitting the report and
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include the license number olthe specitic licensee

(Vll) lf no transfers have been made to or from persons generally licenseti under
Rule 420-3-26-.02(7)(a) during the reporting period, the report must so indicate.

(ii) The person shall rcport all transtbrs ofdcviccs to persons for usc under a general
Iicense in an Agreement State or in a state subject to regulations of the tl.S. Nuclear Regulatory
Commission that are equivalcnt to Rule 420-3-26-.02(7)(a) to the responsible Agreement State
agency or the U.S. Nuclear Regulatory Commission, as appropriate. The repon must be
submitted on a fonn prescribed by the Agreement State or on U.S. Nuclear Regulatory
Commission Form 653 - "Transfers of Industrial Deviccs" or in a clear and legiblc report
containing all of the data required by the fomr.

(1) The required infbrmation fbr transfers to gcneral licensees includes

I. 'lhe idcntity of each generai liccnsee by name and mailing address lor thc location
ofuse; ifthere is no mailing address for the location ofuse, an altemate address fbr the general
licensce shall be submitted along with information on the actual Iocation ofuse.

11. The nanre, title, and phone number ofthe person identified by the general licensee
as having knowledge of and authority to take requircd actions to ensurc compliance with the
appropriate regulations and requirements.

tll. The dale oftransfer

IV, 1he type, model number, and scrial number of the device lransf'errcd

(II). lfone or more intermediate persons will lemporarily possess the device at the
intended place of use before its possession by the user, the report must include the same
informalion for both the intended user and each intermediate person, and clearly designate the
intermediate person(s).

(III) Iror devices reccived from a gcneral licenscc, thc report must includc the identity
ofthe general licensee by name and address, the type, model number, and serial nurnber ofthe
device received, the date of receipt, and, in the case of devices not initially transfered by the
reponing licensee, the name of the manufacrurer or initial transferor.

(IV) lfthe licensee makes changes to a device possessed by a general Iicensee, such
that the label must be changed to update required information, the report must identi[y the
general licensee, the device, and the changes to information on the device label.

(V) The report must cover each calendar quaner, must be flled within 30 days ofthe
cnd olthc calendar quarter, and musl clearly indicate the period covered by the report.

l8
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(VD The report must clearly identi$, thc specific licensee submitting the report and
must includc the license number olthe specific licensee.

(VII) If no transfers have been made to or from a particular A$eement State during the
repofting period, this information shall be reported to the responsible Agreemenl State or the
U.S. Nuclear Regulatory Commission upon request ofthe agency.

(iii) 'fhe person shall maintain all intbnlation conccrning transfers and recci;tts of
devices that support the repofls required by this rule. Records rcquired by this rule must be
maintained for a period of3 years following the datc ofthe recorded event.

(h) Use of Sealed Sources in Industriat Radiography6. h addition to the requirements
set forth in 420-3 -26-.02(9) above, a specific Iicense for usc of sealed sources in industrial
radiography will be issued only if:

l. The applicant subnrits an adequate program Ibr training radiographers and
radiographer's assistants that meets the requirements of Rule 420-3 -26-,04( I 6).

2, I'he applicant submils procedures for verifying and documenling the certification
status ol radiographers and for ensuring that the certitication of individuals acting as

radiographcrs rcmains valid.

3. The applicant submits written operating and emergency procedures as described
in Rule 420-3-26-.04( l7).

4. The applicant submits a description ofa program for inspections ofthejob
performance of each radiographer and radiographer's assistant at intervals not to cxceed
6 months as dcscribed in Rule 420-3-26-.04( 16)(e).

5. The applicant submits a description ofthe applicant's overall organizational
structure as it applies to the radiation sal'ety responsibilities in industrial radiography, including
specifi ed delegation and responsibility.

6. The applicant identifies and lists the qualifications ofthe individual(s) designated
as the Radiation Safety Officer [420-3-26-.04( I 5)]and potential designees responsible for
ensuring that the licensee's radiation safety program is implemented in accordance wilh
approved procedures.

7 . lf an applicant intcnds to perform leak tcsting of sealed sources or exposure
devices containing depleted uraniuni (DU) shielding, the applicant must describe procedures for
performing and the qualifications of the person(s) authorized to do the leak testing. If the

6 Industrial radiography lbr the purpose ofthis paragraph means the examination ofthe
macroscopic structure of malerials by nondestructive methods ol'utilizing sources ofradiation
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applicant intcnds to analyze wipe samples, the application must include a description ofthe
procedures to be followed. The description must include the lbliowing:

Instmments to be used

Methods of perlbrming the analysrs.11.

ll l. Pertinent experience of the person who wili analyze the u,ipe samples

8. Ifthe applicant intends to perform "in-house" calibrations of survey instrumenls,
the applicant must describe methods to be used errd the relevant experience of the person(s) who
will perform the calibrations. All calibrations must be performed according to the procedures
described and at the intervals prescribed in 420-3-26-.04(8).

9, The applicant identifies and describes the location(s) ofall field slations and
perrnanent radiographic instal lations.

10. The applicant identifies the locations where all records rcquired by these rules
will be maintained.

(i) Multiple Quantities or Types of Radioactive Nlaterial for Use in Processing. In
addition to the requirements set fbrth in 420-3-26-.02(9), a specihc license tbr multiple quantities
or types of radioactive material for use in processing for distribution to other authorized persons
will be issued only if':7

i. The applicant's staffhas substantial experience in the use ofa variety of
radioisotopes for processing and distribution.

2. The applicant has appointed a radiological salety officer rvho will advise and
assist on radiological safety marters.

O Manufacture and Distribution of Radioactive N,faterial for Cenain In Vitro
Clinical or Laboratory Testing Under General Licensc. An application lbr a spcoific license to
manulacture or distribute radioactive material for use under the general iicense of
420-3-26-.02(7)(e) will be approved if:

1. The applicant satisfies the general requirements specified in
420-3-26-.02(9).

2. The radioactive material is to be prcpared for distribution in prepackaged units of:

' Authority to transfer possession or control by the manutacturer, processor, or producer of anv
equipment, device, commodity, or other product containing source, byproduct, or special nuclear
material, intended fbr use by the general public may be oblained only ftom the U.S, Nuclear
Regulatory Commission, Washinglon, D.C. 20545.
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(i) Iodine-I25 in units not exceeding l0 microcuries (0.37 MBq) each.

(ii) Iodine-l3l in units not exceeding l0 microcuries (0.37 MBq) each.

(iii) Carbon-14 in units not excceding 10 microcuries (0.37 MBq) each.

(iv) Hydrogcn-3 (tritium) in units not exceetlinc 50 microcrrries (1.85 MBq) cach.

(v) lron-59 in units not exceeding 20 microcuries (0.74 JVIBq) each.

(vi) Cobalt-57 in units not exceeding l0 microcuries (0.37 MBq) each.

(vii) Selenium-75 in units not exceeding l0 microcuries (0.37 MBq) each.

(viii) Mock Iodine-125 in units not exceeding 0.05 microcuries (1.85 kBq) of
Iodine-129 and 0.005 microcuries (0.185 kBq) of americium-241 each.

3. Each prepackaged unit bears a durable, clearly visible label:

(i) ldentifoing the radioactive contents as to chemical form and radionuclide, and
indicating that the amount ofradioaclivity does not exceed l0 microcuries (0.37 MBq) of
iodine-125, iodine-131, carbon-14, cobalt-57, or selenium-75,50 microcuries (1.85 MBq) of
hydrogen-3 (tritium);20 microcuries (0.74 MBq) of iron-59, or Mock Iodine-125 in units not
exceeding 0.05 microcurie (1.85 kBq) ofiodine-129 and 0.005 microcurie (0.l85kBq) of
americium-241 each.

(ii) Displaying the radiation caution symbol described in 420-3-26-.03(27) and the
words, "CAUTION, RADIOACTIVE MATERIAL" and "NOT FOR INTERNAL OR
EXTERNAI- USE N HUMANS OR ANIN/LALS.,'

,1. The following statement, or a substantially similar statement which contains the

information called for in the tbllowing slatement, appears on a label affixed to each prepackaged

unit or appears in a leafle1 or brochure which accompanies the package:

This radioactive material may bc rcccivcd, acquircd, possesscd, and used only by physi-
cians, veterinarians in the practice of veterinary medicine, clinical laboratories or hospitals and

only for in vitro clinical or laboratory tests not involving intemal or cxtcrnal administration of
the material, or the radiation therefrom, to human beings or animals. Its receipt, acquisition,
possession, use, and transfer arc subject to the regulations and a General Liccnsc ofthc U.S.
Nuclear Regulatory Commission or a State with which the Commission has entered into an

agreement for the exercise ofregulatory authority.

41

(Name of Manut'acturer)



5. The label at-fixed to the urut. or the lcaflet or brochure rvhich accompanies the
package, contains adequate information as to thc precautions to be observed in handling and
storing such radioactive material. In the casc olthe N{ock Iodine-125 reference or calibration
source, the information accompanying the source nrust also contain directions to the licensee
regarding the waste disposal requirements set out in 420-3-26-.03(38) ofthese rules.

(k) Requirements for License to Manufacture and Distribute Industrial Products
Containing Depleted Uranium for Mass-Volume Application,

L An application for a specific license to manufacture industrial products and

devices containing depleted uranium for use pursuant to 420-3-26-.02(6)(d) or equivalent
regulations of the U.S. Nuclear Regulatory Conurission or an Agreement State will be approved
if:

(i) The applicant satisfies the general requirements specified in 420-3-26-.02(9)

(ii) The applicant submits sufficient information relating to the design, manufacture,
prototypc testing, quality control procedures, labeling and marking, proposed uses. and potential
hazards ofthe industrial product or device to provide reasonable assurance that possession, use

and transfer of the depleted i.rraniurn in the produot or device is not likely to causc any individual
to receive in any period ofone calcndar year a radiation dose in excess of 10 percent ofthe linrrts
specitied in 420-3-26-.03 (6).

(iii) The applicant submits sulticient inlonnation regarding the industrial product or
dcvicc and the prescnce of depleted uranium or a mass-volumc application in the producl or
device to provide reasonable assurance that unique benefits rvill accrue to the pr.rblic because of
the uselulness ofthe product or device.

2. In the case ofan industrial product or device whose unique benefits are

questionable, the Agency will approve an application tbr a specific license under
420-3-26-.02(10)(k) only if the product or device is found to combine a high degree olulility and

low probability of uncontrollcd disposal and dispersal of significant quantities of depleted
uranium into the environment.

3. The Agency may deny any application for a specific license under
420-3-26-.07(10)(k) if the end use olthe industrial product or device cannot be reasonably

fbreseen.

4. Each person licensed pursuant 10 420-3-26-.02( 10)(k) shall:

(i) Maintain the level ofquality control required by the license in the manufacture of
the industrial product or device, and in the installation of the depleted uranium into the product
or devicc,
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(ii) Label or mark each unit to

(l) Identify the manufacturer olthe product or device and the number ofthe licensc
undcr which the product or device was manufacturcd, thc t-act that the producl or device contains
depleted uranium, and the quantity ofdepleted uranium in each product or device.

(lD State that the receipt, possession, use, and transfer ofthe product or device are

sr.rbject to a general license or the equiva]ent rnd the regulations of the U.S. Nuclear Rcgulatorv
Commission or of an Agreement Statc.

(iii) Assure that the depleted uranium, beforc bcing installed in cach product or device,
has been impressed u'ith the following legend clearly legible through any plating ofother
covering: "Depleted Uraniurn; "

(iv) (D Fumish a copy olthe general license contained in 420-3-26-.02(6)(d) and
a copy ofAgency Form GLDU to each person to whom he transfers depleted uranium in a
product or device for use pursuant to the general license contained in 420-3-26-.02(6)(d); or

(ll) Fumish a copy ofthe general license contained in the U.S. Nuclear Regulatory
Commission or Agreement State's regulation equivalent to 420-3 -26-.02(6) (d) and a copy ofthe
U.S. Nuclear Rcgulatory Commission or Agrecmcnt State's ccrtificate; or altematively, fumish a

copy olthe general license contained to 470-3-26-.02(6)(d) and a copy ofAgency Form GLDtj
to each pcrsc)n to whom he transfers depletecl uranium in a product or device for use pursuant to
the general license of the U.S. Nuclear Regulatory Commission or an Agreement Smte, with a
note explaining that use ofthe product or device is regulated by the U.S. Nuclear Rcgulatory
Conrmission or an Agreement State under requirements substantially the same as those in
420-3-26-.02(6)(d).

(u) Report to the Agency all transfers ofindustrial products or devices to pcrsons tbr
use under the general license h a20-326-.02(6)(d). Such report shalt identifr each general

licensee by name and address, an individual by name and/or position who may conslitute a point
ofcontact bctween lhe Agency and the general liccnsec, the type and model number ofthe
device transfemed, and the quantity ofdepleted uraniurn conlained in the product or device. The
rcport shall be submitted within 30 days alier the end ofeach calcndar quartcr in which such a

product or device is transferred to the generally licensed person. If no transfers have been made

to porsons generally licensed under 420-3 -26-.02(6Xd) during the repo(ing period, the report
shall so indicate.

(vi) (I) Report to the U,S. Nuclear Regulatory Commission all transfers of
industrial products or devices to persons for use under lhe U.S. Nuclear Regulatory Commission
general license in Section 40-25 of l0 CFR Part 40.

(ll) Report to the responsible state agency all transfers ofdevices manufactured and

dislributed pursuanlto 420-3-26-.02( l0)(k) lor use under a general license in that state's
regulations equivalent to 420-3-26-.02(6)(d).
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(lll) Such report shall identily each genera) licensee by name and atldress, an indi-
vidual by name and/or position \l'ho may constitute a point of contact between the Agency and
the general licensee, the type and model number of the device transfered. and the quantity of
depleted uranium contained in the product or device. The report shall be submitted within
30 days after the end of each calendar quarler in which such product or device is transfered to
the generally licensed person.

(lV) if no transfers have been made to the U.S. Nuclear Regulatory Commission
licensees during the reporting period, this in-formation shall be reported to the U.S. Nuclear
Regulatory Commission.

(V) If no transfers have been made to general licensees within a panicular Agreemenl
State during the reponing period, this information shall he reported to the responsible Agreement
State.

(vii) Keep records showing the name, address, and point ofcontact lbr each general
licensee to rvhom he lransfers depleted uranium in industrial products or devices for use pursuant

!o the general license provided in 420-3 -26-.02(6)(d) or equivalent regulations ofthe U.S.
Nuclear Regulatory Commission or ofan Agreement State. The records shall bc maintained for
a period of 3 years and shall show the date of each transfer, the quantity of depleted uranium in
each product or device transferred, and compliance with the report requirements ofthis section.

0) Manufacture and Distribution of Radiopharmaceuticals Containing Radioactive
Material for Medical Use. An application for a specific liccnse to manutacture and distribute
radiopharmaceuticals containing radioactive material for use bv persons licensed pursuanl to
170-3-26-.02(10)(a) or (b) will be approved if:

1. 'Ihc applicant satisfies the general requirements specified in 420-3-26-.t)2(9) ol
this Rule, 420-3 -26-.02.

2. The applicant submits evidence that:

(i) The radiopharmaceutical conlaining radioactive niaterial will be manul'actured,
labeled, and packaged in accordance with the Federal Food, Drug, and Cosmetic Act ol the
Public Health Service Act such as a ncw drug application (NDA) approved by the Food and

Drug Administration (FDA), a biologic product )icense issued by FDA; or

(iD The manufacture and distribution ofthe radioactive pharmaceutical containirrg
radioactive material is not subject to the Federal Food, Drug, and Cosmetic Act and lhe Public
Health Service Act.

3. The applicant submits information on the radionuclide, chemical and physical
lorm, packaging including maximum activity per package, and shielding provided by the

packaging ofthe radioactive material which is appropriate for saf-e handling and storage.
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4. (i) I'he label affixed to each package ofthc radiopharmaceutical-contains
information on the radionuclide, quantity, and date ofassay and the label affixed to each
package, or the leaflet or brochure which acoompanies each package, contains a statemcnt that
the radiopharmaceutical is licensed by the Agency lor distribution to persons licensed pulsr:ant
to 470-3-26-.02(10)(a) or (b) or under equivalent licenses ofthe U.S. Nuclear Regulatorv
Commission or an Agreement State.

(ii) Thc labels, leatlets or brochulc's required by 420-3 -26-.02( l0)( I)4(i) are in
addition to the labeling required by the FDA and they may be separate lrom or with the approval
of !DA, may be combined with the labeling required by FDA.

(m) Manufacture and Distribution of Generators or Reagent Kits for Preparation of
Radiopharmaceuticals Containing Radioactivc Material. An application for a specific license to
manufacture and distribute generators or reagent kils containing radioactive material
for preparation of radiopharmaceuticals by persons licensed pursuant to 420-3 -26-.02( I 0)(a) or
(b) will be approved if:

1. The applicant satistics the gcneral requiremcnts specitied in 420-3-26-,02(9)

2. The applicant submits evidcnce that

(i) The gcnerator or reagent kit is to be manufactured, labeled, and packaged in
accordance with the Federal liood, Drug. and Cosmetic Act or the Public Health Service Act,
such as a new drug application (NIDA) approved by the FDA, or a biologic product license issued
by FDA; or

(iD The manufacturc and distribution oithc gcnerator or reagent kit are not subject to
the Federal Food, Drug, and Cosmetic Act and the Public l-lealth Service Act.

3. The applicant submits intbnnation on the radionuclide. chemical and physical
lbr,... , packaging including maximum activity per package, and shielding provided by the
packaging ofthe radioactive material contained in the generator or reagent kits.

4. The label affixed to the generator or reagent kit contains inlormation on the
radionuclide, quantity, and date of assay.

5. The label affixed to the generator or reagent kit, or the leallet or brochure which
accompanies the generator or reagent kit, contains:

(i) Adequate information, from a radiation safbty standpoint, on the proccdures to be
followed and the equipment and shielding to be used in eluting the generator or processing
radioactive material with the reagent kit.

(ii) A statement that this generator or reagcnt kit (as appropriate) is approved tbr use
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by persons licensed by the Agency pursuant to 420-3-26-.02(10)(a) or (b) or under equivalenr
licenses of the U.S. Nuclear Regulatory Cornmission or an Agreement State. The labels, leaflets,
or brochures required by 420-3-26-.02( l0)(m) are in addition to the labeling required by FDA
and they may be separate from or with the approval of FDA may be combined with the labeling
rcquircd by FDA.

(n) Manufacture and Distribution of SoLrrccs or Devices Containing Radioactive
Material for Medical Use.

l. An application for a specitic license to manufacture and distribute sources and
devices containing radioactive material to persons licenscd under 42 0-3 -26-.07 for use as a
calibration, transmission, or reference sources, or for the uses listed in Rules 420-3-76-.07 (60),
(10), (72), and (90) will be approved if:

(i) The applicant satisfies the general requirements in Rule 420-3-26-,02(9).

(D The radioactive material contained, its chemical and physical form, and amount

(ll) Details oldesign and conslmction olthe soulce or device

(lll) Procedures for, and results of, prototype tests to demonstrate that the source or
dcvice will maintain its integrity under stresses [kely to be encountered in normal use and
accidents.

(lV) For devices containing radioactivc matcrial, thc radiation profile ofa prototype
device

(V) Details ofquality control procedures to assure that production sources and devices
mect the standards ofthe design and prolotype tests.

(VD Procedures and standards for calibrating sources and devices

(VII) Legend and metliods for labeling sources and devices as to their radioactive
content.

(Vlll) lnstructions for handling and storing the source or device from the radiation saf'ety
standpointi these instructions are to be included on a durable label attached to the source or
device or afiachcd to a permanent sloragc container for the source or device: provided, that
instnrctions which are too lengthy for such label may be summarized on the label and plinted rn
dctail on a brochure which is referenced on the labcl,

(iii) The label affixed to the source or devioe, or to lhe permanent storage container fbr
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the source or device, contains information on the radionuclide, quanti(y. and date of assay. and a
statement that the Agency has approved distribulion ofthe (name ofsource or device) to persons

licensed ro use radioactive material identified in Rules 420-3-26-.07(35), (60), (70), and (72) as

appropriate, and to persons who hold an equivalent Iicense issued by the Agency, the NRC or an
Agreement State.

(iv) The source or device has been registered in the Sealed Source and Device
Registry.

2. (i) In the evenl the applicant desires that the source or device be required to
be tested for leakage ofradioactive material at intervals longer than 6 months. the application
shall include sufficient information to demonstrate that such longer interval is justiiied by
perfomrance characteristics of the source or device or similar sources or devices and by dcsign
features that have a significant bearing on thc probability or consequences ofleakage of
radioactive material from the source.

(ii) In determining the acceptable interval for test of leakage ofradioactive material,
the Agency r,vill consider information that includes, but is not limited to:

(I) Primary containment (source capsule).

(ll) Protection of primary containment.

(lll) Method ot sealing containment.

(IV) Containment construction materials.

(V) Form ofcontained radioactive material,

(VI) Maximum temperature withstood during prototype tests.

(VIl) Maximum pressure withstood during prototype lests.

(VllI) Maximum quantity of contained radioactive material.

0X) Radiotoxicityofcontainedradioactivematerial.

(X) Operating experience with identical sources or devices or similarly designed and

constructed sources or devices.

(o) Licensing the Distribution of NARM in Exempt Quantities8

3 Authority to transfer possession or control bv the manulacturer, processor, or producer of any
equipment. device, cornrnodity, or other producl containing byproduct material whose

subscquent possession, usc, transfcr, and disposal by all other persons who are exempted fi om
regulatory requirements may be obtained only frorn the U.S. Nuclear Regulatory Commission,
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1. An application for a speoific license to distributc NARM to pcrsons exempted
fronr these ru)es pursuant to 420-3 -26-.02(4)(e) will be approved if:

(D The radioactive material is not contained in any fbod, beverage, cosmetic, drug, or
other conxnodity desigled for ingestion or inhalation by, or application to a human being.

(ii) 'i'he radioactive material is in the form ofprocessed chemical elements,
compounds, or mixtures, tissue samples, bioassay samples, counting standards, plated or
encapsulated sources, or similar substances identified as radioactive and to be used for its
radioactive properties, but is not incorporated into any manufactured or assembled commodity
product, or device intended for commercial distribution.

(iiD The applicant submits copies ofprototype labels and brochures and the Agency
approves such labcls and brochures.

2. l'he license issued under 420-3-26-.02{10)(o) is subject to the lollowing
conditions:

(i) No more than ten cxempt quantitics shall be sold or transferred in any single
transaction. However, an exempt quantity may be composed of fractional pa(s of one or more
of the exempt quantity provided the sum ofthe fractions shall not exceed unity.

(ii) Each exempt quantity sliall be separately and individually packaged. No more
than ten such packaged excmpt quantitiesl shall bc contained in any outer packagc for transfer to
persons exempt pursuant to 420- -z 

-26-.02$)(e). The outer package shall be such that the dose

rate al the extemal surface of the packagc docs not exceed 0.5 millirem per hour.

(ii| '['he immediate container ofeach quantity or separately packaged fractional
quantity ofradioactive material shall bear a durable, legible label which:

(I) Identifies the radionuclide and the quantity ofradioactivity

(i") In addition to thc labeling information required by 420-3-26-.02(10)(o)2(iii). the
label affixed to the immediale container. or an accompanying brochure shall:

(1) Statc thal the contcnts are exempt liom Agreemcnt State r.'quir.'mcnrs

(f l) Bear the words, "Radioactive Material-Not tbr I [uman Use--ln[roduction into
l'oods. Beverages, Cosmetics, Drugs, or Medicinals, or into Products Manufactured for
Commercial Distribution is Prohibited-Exempt Quantities Should Not Be Combined."

Washington, D.C.

.+8

0I) Bears the words ''Radioactive Matcrial."



(III) Set fo(h appropriate additional radiation safety prccautions and inslructions
relating to the handling, use, storage, and disposal ofthe ladioactive material.

3. Each person licensed under 420-3-26-.02( l0)(o) shall maintain records
identifiing, by name and address, each person to rvhom radioactive material is transfened for use

wtder 420-3-26-.02(4)(e) or the cquivalent regulations ofan Agreement State, and stating the
kinds and quantities ofradioactivc matcrial transferred. An annual sun1n1ary repoft stating the
total quantity ofcach radionuclide transferred under the specific license shall be I'iled rvidr the
Agency. Each report shall cover the year ending June i0; and shall be filed within 30 days
thereafter. If no transfers ofradioaotive material have been made pursuant to
420-3-26-.02(10)(o) during the reporting period, the report shall so indicatc.

(p) Commercial Wastc Disposal by Land Burial. In thc casc of an application lor a

license to receive and posscss radioactive nraterial for commercial waste disposal by land burial,
source material milling, or for the condr.rct of any other activity which the Agency determines
will sigrificantly affect the quality of the environment, the Agency shall weigh the
cnvironmental, economio, technical, and other benefits against environmental costs and consider
available altematives. The Agency shall conclude that the issuancc ollhc proposed Iicense, with
any appropriate condilions to protect envirorunental values, justified before conimencement of
construction ofthe plant or t'acility in which the activity rvill be conducted. Commencement of
construction prior to such conclusion shall be grounds for denial of a license to receive and
possess radioactive material in such plant facility. As used in this paragraph the lerm
"commencement of construction" means any clearing of land, excavation, or other substantial

action that would adversely affect the environment of a site. The term does not mean site
exploration, necessary borings to determine foundation conditions, or othcr prcconstruction

monitoring or testing to establish background information related to the site or the prolection of
environmenta] values.

(q) Special F inancial Stircty ltequirements. ln the case o[ an application for a license

or an amendment to a license listed in suhparagraph 4 below, financial surety a[angements must

be made for site reclamation as lbllows:

l. Pursuant to Act 582, and as otherwise provided, financial surety arrangements for
site reclarnation rvhich may consisl of surety or perfomrance bonds, cash deposits, certificate of
deposit. deposits of government securities, letters or lines of credit, or any combination of the

above tbr the categories of licensees listed in 420-3-26-.02( l0)(fla shall bc cstablished to ensure

the protection of the public health and salety in the event of abandonment, default, or other
inability ofthe licensee to meet the rcquircmcnts ofthc act and these rulcs.

(i) The amount oflunds to be ensured by such surety anangcmcnts shall be based on
Agency approved oost eslimates.

(iD Self insurance, or any arrangement which essentially conslitutes selfinsurance,
will not satisfy the surety requirement since this provides no additional assurance other than that

49



which already exists th-rough Iiccnse requirements.

2. 'l'he arrangements required in 420-3-26-.02(10)(q )l shatl be established prior to
issuance of the license to assure that sufficient funds will be available to carry ou! the
dccontamination and decommissioning of the facility.

3. (Deleted 1998)

4.
arrangements

The lollowing specific licensees are required to make financial surety

(r) Major processors

(ii) Waste handling licensees.

(iii) L-ormer U.S. Atomic Energy Commission or U.S. Nuclear Regulatory
Commission licensed production and utilization facilities.

5. The following persons are exempt from the requircments of
a20-3-26-.02( l0)(q) I .

(D All state, local, or other government agencies unless they are subject to
420-3-26-.02( I 0Xq)4.

(ii) Persons authorized to possess no mole than 1,000 tinres the quantity specified in
Schedule B of 420-3-26-,02 or combination ofradioactive material listed therein as given in
Schedule B of 420-3-26-.02.

(iii) Persons authorized to possess hydrogen-3 contained as hydrogen gas in a sealed

sourcc, or

(il) Persons authorized to possess radioactive noble gases in sealed sources with no

radioactive daughter product with halflife greater than 30 days.

(r) Long Term Care I{equirements. Pursuant to Act 82-328 Code ofAlabama and as

otherwise provided, a long{erm care fund shall be established by the following specific licensees
prior to the issuancc ofthe license or prior to the termination ofthe license ifthe applicant
chooses at the tirne ofthe licensure to provide a surety in lieu of a long-term care fund:e

1, Waste handling licensees.

2. Source material milling licensees.

, Long-tem care funding may also be required tbr lormer U.S. Atomic Energy Comrlission or
U.S. Nuclear Rcgulatory Commission licensed lacilities.
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(s) Licensing Wirelinc Scrvice Operations and Subsurface Studies. ln addition to thc
requirements set lorth in 420-3 -26-.02(9) above, a specific license authorizing the use of
radioactive material for wireline service operations and/or subsurface tracer studies 

",r,il1 
be

issued only if:

1. The applicant has developed an adequate program for training logging supervisors
and logging assistants and such program specifies thc:

(, Initial training

(ir) On{he-jobtraining.

(iii) Annual safety reviews provided by the licensee

(iu) Methods the applicant will use to demonstrate the logging supervisor's knowledge
and understanding ofand ability to comply with the Agency Rules and the applicant's operating
and emergency procedures.

(v) Methods the applicant will use to demonstrate the logging assistant's knowledge
and understanding ofand ability to comply with the Agency's Rules and the applicant's operating
and emergency procedures.

2. The applicant has developed ar.rd submitted to the Agency written operating and

emergency procedures as described in 420-3-26-.12(16).

3. 'l he applicant has established and submits his program for annual inspections of
thejob performance ofeach logging supervisor to ensure that Agcncy Rules, liccnse
requircments, and the applicant's operating and emergency procedures are followed. Records of
these inspections must be maintaincd lbr 3 years,

4. The applicant submittcd a description ofhis overall organizational structure as it
applies to the raciiation safety responsibilities in wireline sen,ice operations and in subsurface
tracer studies, including specific delegations of authority.

5. 'fhe applicant has or can contract for personnel with experience in the recovery of
equipment Iodged in wells.

6. Evidence ofa liability insurance policy for $ 1,000,000to cover any liability as a
result of any operations.

7. Ifthe applicant wishes to perform leak testing ofsealed sources, he shall identify
the manufacturers and model numbers ofthe leak test kit(s) to be used. Ifthe applicant wishes to
analyze his own wipe samples. the applicant shall establish procedures to be followed and submit
a description ofthese procedures including:
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(D Instruments to be used.

(ii) Methods of performing the analysis.

(iii) Peftinent experience ofthe person who will analyze the wipe samples.

(t) Manufacture, Preparation, or Transfer for Commercial Distribution ofRadioactive
Drugs Containing Radioactive Material for Medical Use Under Rule 420-3-26-.02(10)(a) or (b).

l. An application for a specific license to manufacture, prepare, or transfer for
commercial distribution radiopharmaceuticals containing radioactive rnaterial for use by persons
licensed pursuant to 420-3-26-.02(10)(a) or (b) and, 420-3 -26- .07 will be approved if:

(1) The applicant satisfies the general reqrLirements specified in a20-3-26-.02(9),

(ii) The applicant submits evidence that the applicant is at least one ofthe following:

(I) Registered with the U.S. Food and Drug Administration (FDA) as the o*ner or
operator of a drug establishment that cngages in manulacture, preparation, propagation,
compounding or processing of a drug under 2l CFR 207.20(a).

(ll) Registered or licensed with the Alabama Board of Pharmacy as a drug
manufacturer.

(tIl] Licensed as a pharmacy by the Alabama Board of Pharmacy.

Operating as a nuclear pharmacy within a federal medical institution.

A positron Emission Tomography (PET) drug production facility registered with(v)
the Agency

(iii) The applicant submits information on the radionuclide; the chemical and physical
lorm; the maximum activity pcr vial, syringe, generator or other container of the radioactive
drug; and the shielding provided by the packaging to show it is appropriate tbr the safe handling
and storage of the radioactive drugs by medical use licensees.

(iv) 'I hc applicant satisfielcommits to the following labcling lequirements:

(l) A labcl is affixed to each ransport radiation shield, whether it is constructed ol
Iead, glass, plastic or other material, of a radioactive drug to bc transf'crred tbr commercial
distribution. The label must inclucle the radiation symbol and the words "CAL.ITION,
RADTOACTIVE MATERIAL" oT "DANGER, RADIOACTIVE MA'l ERIAL," the name of the

radioactive drug or its abbreviation, and the quantity of radioactivity at a specitied date and time
For radioactive drugs with a hall lit'e greater than 100 days, thc time n.ray be omitted.
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0l) A label is aflixed to each syringe, vial or other container used to hold a
radioactive drug to be translerred for commercial distribution. The label must include the
radiation symbol and the words "CAUTION, RADIOACTIVE MATERIAL" oT "DANGER,
RADIOACTIVE MATEzuAL" and an identiller that ensures that the syringe, vial, or other
container can be correlated with the information on the transport radiation shield label.

2. A,licensee dcscribed in paragraph 1(iixlfD. (IV) and (V) ofthis rule:

(D May prepare radioactive drugs tbr uredical use as dcllned in 420-3-26-,U7(2)
provided that the radioactive drug is prepared by either an aulhorized nuclear pharmacist., as

specified in paragraph 2(ii) and (iii) of this section, or an individual under the supervision olan
authorized nuclear pharmacist as described in 420-3-26-.07 (22).

(ii) May allow a pharmacist to work as an authorized nuclear pharmacist if

(l) The individual qualifies as an authorized nuclear pharmacist as defined in
420-3-26-.07 (2).

0l) The individual meets thc requirements in 420-3-26-.07(28)(b) and

47A-3-26-.07 (30) and the Iicensee has received an approved licensc amendment identitying this
individual as an authorizcd nuclcar pharmacist; or

0ll) The individual is aulhorized as an authorized nuclear pharmacist in accordance
with paragraph (iii) of this section.

(iiD May allow a pharmacisl to act as an authorized nuclear pharmacist ifthe
individual r,l,as a nuclear pharmacist preparing only radioactive drugs containing accelerator-
produced radioactive material at a pharmacy, at a government agency, or federally recognized
lndian 'liibe before November 30, 2007. or at all other pharmacies before August 8, 2009.

(iv) The actions authorized in paragraphs 2(i) and 2(ii) ofthis rule are permitled in
spite of more restrictive language in license conditions.

3. A licensee shall possess and use instrumentation to measure the radioactivity of
radioactive drugs. The licensee shall have procedures lbr use ofthe instrumentation. The
licensce shall measure, by direct measurement, or by combination of measurements and

cuiculations, the amount of radioactivity in dosagcs of alpha-, beta- or photon-emitting
radioactivc drugs prior to transfer ibr commercial distribution. In addition the licensee shall:

(i) As specified tn 420-3 -26-.07(32), perfonn tests on eaoh instrument fbr accuracy,
linearity, and geometry dependence, as appropriatc for the use ofthe instmment: and make

adiustmcnts rvhen necessary.

(iD Check each instrument for constancy and proper operation at the bcginning of
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each day ofuse

4. Nothing in this section relieves the licensee from applying wirh applicable FDA
other federal and state requirements goveming radioactive drugs.

5. To meet the requiremenrs ofRule 420-3-26-.07(28), the licensee shall provide to
the Agency:

(i) A copy ofeach individuai's certification by a specialry board whose cerlification
proccss has been recognized by the Agency, the U.S. Nuclear Regulatory Commission, or an
Agreement State as sneciller'l in 420-3-26-.07(28) rvith the written anestation signed by a
prcceptor as required by 420-3-26-.07(28Xb)2; or

(ii) The Agency, U.S. Nuclear Regulatory Coml.rission, or an Agreement State
Iicense; or

(iii) A U.S, Nuclear Regulatory Commission master material licensee permit; or

(iu) The permit issued by a LI.S. Nuclear Regulatory Commission master material
permitee ofbroad scope or the authorization tiom a commercial nuclear pharmacy authorized to
list ils ovnn aulhorized nuclear pharmacisls: or

(v) Documentation that only accelerator-produccd radioactive materials were used in
the practice of nuclear pharmacy at a government agency or federally recognized lndian Tribe
before November 30,2007, or at all other locations ofuse before August 8, 2009; and

(vi) A copy ofthe Alabama State Board of Phamracy lioense, no later than 30 days
after the date the license allows, under paragraphs 2(ii)(l) and 2(ii)(lll) ofthis rule, the individual
to wolk as an authorized nuclear pharmacist.

6. A pharmacy authorized under Rule 420-3-26-.02( l0)(a)5 to produce PET
radioactive drugs for non-commercial transfer to itself that allows an individual to work as an

aulhorized nuclear pharmacist, shall meet the requirements of subparagraph 5.

7. A licensee shall satistv the Iabe lins requirenrents in 420-3-26-.02( 10)(t) I (iv).

(u) I-icensing oflrradialors. A specific license lbr the use ofradioactive material in
an inadiator will be issued if the applicant satisfies the general requirements of 420-3-26-.02(9)
and the following requirements:

l. The applicant must descdbe the training provided to irradiator operators

including:

(i) Classroom training and on-the-job simu)ator training
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( ii) Safety reviews

(iii) Means employed by the applicant to test each operator's understanding ofAgency
rules, licensing requirements, and the operating, safety, and emergency procedures for the
irradiator.

(iv) Minimum training and experience ol personnel who provide training

2. The application must include a copy o1'thc wlittcn operating and emergcncy
procedures listed in 420-3-26-.14( l8) that dcscribes thc radiation safety aspects ofthe
procedures.

3. The application must describe the organizational structure for managing the
inadiaror, specifically the radiation safety responsibilities and authority ofthe radiation sal'ety
officer and those management personnel who havc radiation safety responsibilitv or authority. ln
particular. the application must specifr who, within the management structure, has the authority
to stop unsafe op€rations. The application must also dcscribe the training and experience
required for the position ofradiation safety officer.

4. The application must include a description ofthe access control systems required
by 420-3-76-.12(7), the radiation monitors described by 470-3-26-.14(10), the method of
detecting leaking sources required by 420-3 -26-.l4(21), including the sensitivity ofthe mcthod,
and a diagram oflhe facility that sho',vs the locations of all required interlocks and radiation
:nonitors.

5. lfthe applicant intcnds to perfomr leak testing, the applicant shall establish
procedures for performing leak testing of dry-source-storage sealed sources and submit a copy of
lhese procedures to the Agency. The procedures must include:

(i) Methods of collecting leak test samples.

(ii) Qualifications ofthe individual who collects the samples,

(iii) Instruments to be used.

(iv) Methods of analyzing the samples.

6. If licensee personnel are to load or unload sources, the applicant shall describe the
qualifications and training ofthe personnel and the procedures 10 be used, lfthe applicant intends

to contract for source loading and unloading at its f'acility, the loading or unloading must be done
by persons specifically authorized by the Agency, the U.S. Nuclear Regulatory Commission, or
an Agreement State to load or unload inadiator sources.

7. The applicant shall describe the inspection and maintenance checks, including the

fiequency ofthe checks required by 420-3-26-.14(22).
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(v) Initial Transfer ofSource Material for Use [Jnder Small Quantities ofSource
Material General License.

l. An application for a specific license to initially transfer source for use undcr Rule
420-3-26-.02(6), or equivalent regulations ofthc (J.S. Nuclear Rcgulatory Commission or
another Agreement State, will be approved if:

(i) TIie applicant satisfies the general requiremcnts of Rule 420-3 -26-.02(9).

(ii) The applicant submits sufficient infbrmation on, and the Agency approves the
methods to be used for quality control, labeling, and providing safety instructions to recipients

2. Each person licensed under paragraph (v) I . shall:

(i) Labcl thc immediate container of cach quantity of source material with the type of
source material and quantity of material and the words "radioactive material."

(ii) Ensure that the quantities and concentrations ofsource material are as labeled and
indicated in any transfer records.

(iii) Provide the information specified in this paragraph to each person to whom
source material is transferred lor use under Rule 420-3-26-.02(6) or equivalent provisions in U.S.
Nuclear Regulatory Commission or another Stale regulation. This information must be

lranst'erred before the source material is transferred for the first time in each calendar year to the
particular recipient. The required information includes:

(l) A copy ofRules 420-3-26-.0216) and 420-3-26-.02( l8) or equivalent regulations
ofthe LLS. Nuclear Regulatory Conrmission or another Agreement Slates.

(ll) Appropriate radiation saf'ety precautions and instructions relating to handling, use,

storage, and disposal of the material.

(iv) Report transfers as follows

(l) File a report with the Agency. The report shall include the following information:

I. The name, address, and license number ofthe person who transferred the source

ma1erial.

IL For each general licensee under Rule 420-3 -26-.02(6) or equivalent U,S. Nuclear
Regulatory Commission or another Agreement State provisions to whom greater than 50 grams

(0. I 1 lb) ofsource material has been transl'ened in a single calendar year, the name and addrcss

of the general licensee to whom source material is distributed; a responsible agent, by name

and/or position and phone number, of (he general licensee to whom the material was scnt; and
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IIL The total quantity ofeach type and physical form ofsource material transferrcd in
the reporting period to all such generally licensed recipients.

(lI) File a report with the U.S. Nuclear Regulatory Commission or each responsihle
Agreemcnt Slate that identifies all persons, operating under provisions equivalent to Rule 420-3-
26-.02(6), to whom greater than 50 grams (0.1llb) ofsourcc material has bce:r transferred withil
a single calendar qua(er. The report shall include thc lbllou,ing inlbrmation specilic to those
transfers to U.S. Nuclear Regulatory Commission jurisdiction or the Agreement State being
rcported to:

I
material

The name, address, and license number ofthe person who transferred the source

II. The name and address ofthe general liccnsec to whom source material wa-s

distributed; a responsible agent, by name and/or position and phone number, of the general
licensee to whom the material was sent; and the type- physical form, and quantity ofsource
material transf'cred.

Ill. 'l'he total quantity ofeach typc and physical fomr ol source material translerred in
the reporting period to all such generally Iicensed recipients within U.S. Nuclear Regulatory
Commission and other Agreement Slate j urisdictions.

(lll) Subrnit each report by Januuy 3l ofeaoh year covering all transfers for the
previous calendar year. Ifno transfers were made to persons generally licensed under Rule 420-
3-26-.02(6) during the current period, a repofi shall be submitled to the Agency indicating so, If
no transfers have been made to general licensees in U.S. Nuclear Regulatory Commission
jurisdiction or a particular Agreement State during the reporting period, this information shall be

reportcd to thc U.S. n-uclear I{egulatory Commission or the responsible Agreement State agency
upon their request.

3. Each person licensed under paragraph (v)l shall maintain all inlormation that
supports the reports required by this section concerning each transter to a general licensee for a

period of I year a11er the event is included in a report to the Agency, 1I.S. Nuclear Regulatory
Commission, or another Agreement State.

(w) Licensing of Radium in Property, Products, or Material Containing Radium in
Concentrations Suftlcient to Cause an Individual to Receive a Total Iffective Dose Equivalent
(TEDE) in Excess of 25 Millirem (0.25 mSv) in I Year.

l. Except as provided by Rule 420-3-26-.02(4)(a)4 and 5, any individual ',,vho

receives, possesses, uses, transfers, owns, or acquires propefty, structures, products, or materials
containing radium in concentrations exceeding 5 picocuries/gram (0.1 85 Bq/g), excluding
background, shall make application to the Agency for a radioactive material license rvhich
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authorizes the receipt, possession, transfer, antl use ol such property, structures, equipment,
products, or materials.

(xJ Requirements for l,icensing the Manuf'acture, Assembly, Repair or lnitial
Transfer of Luminous Safety Devices for Usc in Aircrafl.

1. An application for a specific license to manufacture, assemble, repair, or initially
transfer luminous safety devices containing tritium or promethium-147 for use in aircra[t, for
distribution to persons generally licensed under 420-3-26-.02(7)(c). will be approved if all the
following are met:

(D The applicant satisfies fte general requirements specified in 420-3-26-.02(9) ol
this chapter.

(ii) The applicant submits sufficient information regarding each device pertinent to
evaluation of the potential radiation exposure, including:

(I) Chemical and physical form and maximum quantity of tritium or promethium-147
in each device.

(D Details ofconstruction and design

(lll) Details ofthe rnethod of binding or containing the tritium or promethium-147

(lV) Procedures for and rcsults ofprototype testing to demonstrate that the tdtium or
promethium-147 will not be released to the environment under the most severe conditions Iikely
to be encountered in normal use.

(V) Quality assurance procedures to be followed that are sufhcient to ensure

compliance with the requirements ofthis section.

(VD Any additional information, including experimental studies and tests, required by
the Agency to facilitate a determination ofthe saf'ety o1'the device.

(iii) Each device will contain no more than l0 curies oftritium or 300 millicuries of
promethium-147. The levels olradiation from each device containing promethium-147 will not
exceed 0.5 rnillirad (5 microgray) per hour at l0 centimetcrs fiom any surface when measured

through 50 milligrams per square centimeter of absorber.

(iu) The Agency determines that:

(l) The method of incorporation and binding ofthe tritium or promethium-147 in the
device is such that the trilium or promethium-'147 will not bc releascd under the most severe

conditions that are likely to be encountered iu nornral usc and handling ofthe clevice.
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(I1) The tritium or promethium-147 is incorporated or enclosed so as to preclude
direct physical contact by any person with it.

0n) The device is so designed that it cannot easily bc disassen,bled

0V) Prototypes ofthe device have been subjected to and have satisfactorily passed the
tests required by paragraph (v) of this section.

(v) The applcant sirall sublect at lcast five prototvpes ofthe device to tests as

follows

(D The devices are subjected to tests that adequately take into account thc individual,
aggregate, and cumulative effects of environmer.rtal conditions expected in ser,,ice that could
adversely alfect the effective containment oftritium or promethium-147, suqh as temperature,
moisture, absolute pressure, water immersion, vibration, shock, and weathering.

(II) The devices are inspected lor evidence of physical damage and for loss oftritium
or promethium- i,17, aftcr each stage oilesting, using methods of inspection adequate lbr
determining compliance with the criteria in paragraph (v)(III) ofthis section.

(llD Device designs are rejecrcd ibr which the follor,ving has been detected for any
Llnlt:

L A leak resulting in a loss of 0.1 percent or more ofthe original amount oftritium
or promethirrm- l{7 from lhe dcviue: or

Ii. Surface contamination of tdtir.mr or promelhium-147 on the device of more than
2,200 disintegrations per minute per 100 square centimctcrs olsurface area; or

1ll. Any other evidence ofphysical damage.

(.,i) 'I'he device has becn registered in the Sealed Source and Device Registry.

2. Each person licensed under 420-3-26-.02( 10)(x) shall visually inspect each device

and shali reject any that has an observable physical defect that could adversely affect
containment of the tritium or promethium- 147.

3. Each person liccnscd under this paragraph shall

(i) Maintain quality assurance syslems in the manufacture of the luminous safety

device in a mar']ner sufficient to provide reasonable assurance that the safety-related components
ofthe distributed devices are capabie ofperforming their intended flrnctions.

(iD Subject inspection lots to acceptance sampling procedures, by procedures

specified in 470-3-26-.02(10)(x)4 ofthis section and in the license issued r"rnder 420-3-26-
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,02( l0)(x), 1o provide at least 95 percent confidence that the [,ot Tolerance Percent Defective of
5.0 pcrccnt will not bc cxceeded.

4. The licensee shall subject each inspection 1o1 to

(i) Tests that adequately take into account the individual, aggregate, and cumulative
elfects of environmcntal conditions expectcd in scrvicc that could advcrscly atlect thc cffective
contairurent oftritium or promethium-147, such as absolute pressure and water immersion.

(ii) Inspection for cvidence ofphysical damagc, containmcnt failure, or for loss of
tritium or promethium- 147 after each stage of testing, using methods of inspection adequate for
applying the fbllowing criteria:

0) A leak resulting in a loss of 0. I percent or more of the original amount of tririum
or promethium- 147 fiom the device.

(ll) Levels olradiation in excess of 0.5 millirad (5 microgray) per hour at
10 centimeters from any surface when measured through 50 milligrams per square centimeter of
absorber, if the device c<-rntains promethium- 1 47.

tlll) Any other criteria specified in the license issued under this paragraph

5. No person Iicensed under this paragraph shall transfer to persons generally
licensed under 420-3-25-.02, or an equivalent general license ofthe U.S, Nuclear Regulatory'
Commission or an Agreement State:

(i) Aly luminous safety device testcd and found defcctivc undcr any condition ofa
license issued und er 420-3-26-.02(10)(x) unless the delective luminous safety device has been

repaired or reworkcd, retested, zmd determined by an independent inspector to meet the
applicab)e acceptance criteria: or

(ii) Any luminous safely device containcd within any lot that has been sampled and

rejected as a result ofthe plocedures in 420-3 -26-.02( l0)(x)3(ii) ofthis section, unless:

(l) A procedure for defining sub-lot size, independence, and additional testing
procedures is contained in the license issued under 420-3-26-.02( 10)(x).

(ll) Each individual sub-lot is sampled, tested. and accepted in acoordance with
420-3-26-.02(10)(x)3 (ii) and s(ii)(i) and any other criteria that may bc required as a condition of
the license issued under this paragraph.

6. Each pcrson licensed under 420-3 -26-.02( 10)(x) shall file an anni,ral repod with
Agency, by method specified n 420-3-26-.01(12), which must state the total quantity of tritiunl
or promethium- 147 translerred to persons generally licensed under this paragraph. The report
must idenlif, each general Iicensee by name, state the kinds and numbers of luminous devices
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transf'erred, and specifr thc quantitv oftritium or promethium-)47 in each kind ofdevice, Each
report must cover the year ending f)ecember 3l and rnust be filcd within 30 days thereafter. lf no
transt-ers have been made to persons gencrally liccnscd under this paragraph during the reporting
period, the report must so indicate.

(y) Ice Detection Devices Containing Strontium-gO; Requirements for License to
Manuf'acture or Initially Transfer.

1. An application for a specific license to manufacture or initially transfer ice
detection devices containing strontium-90 for distribution to persons general)y licensed under

420-3-26-.02(7) ofthis chapter will be approvcd ifall the following are met:

(i) 'fhe applicant satisfies the gencral requirements specified in 420-3 -26-.02(9) of
tllis chapter.

(ii) 1'he applicant submits sufficient information regarding each type ol'device
pcrtinent to cvaluation ofthe potcntial radiation cxposure, including:

(D Chemical and physical form and maximum quantity of strontium-9O in the device.

0D Details ofconstruction and design ofthe source ofradiation and its shielding.

(m) Radiation profile of a prototype device.

(lV) Procedures for and results ofprototypc testing ol devices to dcmonstmte that the

strontium-9O contained in each device will not be released or be rcmoved liom the device undcr
thc most severe conditions likely to be encountered in normal handling and use.

(V) Dctails ofquality control procedures to be iollowcd in manulacture ofrhe device

(VD Description oflabeling to be affixed to the device.

(VII) lnstructions for handling and installation ofthe device

6l

7, [ach person licensed under this paragraph sha)l reporl annually all translers of
devices to persons in another Agreement Slate or the U.S. Nuclear Regulatory Commission Ibr
usc under general liccnsc rcgulations that are equivalent to this rule. Reports shall be sent to the
responsible Aglccment State agency or the U.S. Nuclcar Rcgulatory Commission. l'he repon
must state the total quantity oftritium or promethium-147 transferred, identity each general
licensee by name, state the kinds and numbers of luminous devices transferred, and specify the
quantity oftritium or promethium-147 in each kind ofdevicc. If no transfers have been made
into a particular Agreement State or the U.S. Nuclear Regulatory Commission jurisdiction during
the reporting period, this infomnation musl be reported to the rcsponsible Agrecment State
agcncy or the U.S. Nuclear Regulatory Commission upon rcqucst.



(Vlll) Any additional information, inc)uding experimental studies and tests required by
the Agency to facilitate a determination of the safety of the device.

(iii) Each device will contain no more than 50 microcuries ofstrontium-90 in an
insoluble form.

(iv) Each devicc will bear durable, legible labeling that includes the radiation caution
symbol prescribe<1by 420-3-26-.03(27) ofthis chapter, a slatement that the dcvice contains
strontium-90 and the quantity thereof, instructions for disposal and staternents that the device

may be possessed pursuant 10 a general license, that the manufacturer or civil authorities should
be notified if the device is found, thal. removal ofthe labcling is prohibited and that disassembiy
and repair ofthe device may be performed only by a person holding a specific license to

manufacture or service such devices.

(v) 'l'he Agency determines that

(l) -lhe method of incorporation and binding olthe strontium-90 in the device is such

that the strontium-90 will not be released lrom the device under the most severc conditions that

are likely to be encountered in normal use and handiing of the device.

(ll) 'I'he strontium-90 is incorporated or enclosed so as to preclude direct physical

contact by any individual with it and is shielded so that no individual will receive a radiation

exposure to a major portion of his body in excess of 0.5 rem in a year under ordinary
circumstances of use.

011) l he device is so designed that it cannot be easily disassembled.

(IV) Prototypes ofthe device have been subjected to and have satisf'actorily passed the

tests required by 420-3 -26-.02(10Xy) 1(vi).

(v)
this section

Quality control procedures have been establishcd to satisfy the requiremcnts of

(vi) 'l he applicant shall subject at least five prototypes ofthe device to tests as

follorvs

(D 'lhc devices are subjccted to tests that adequately take into account the individual
aggregate, and cumulativc cffects of cnvironmental conditions expectcd in service that could

adversely aflect the effective containment of strontium-90. such rs tentperaturt. moisturc.

absolute pressu: e, water immersion. vibration, shock, and weathering.
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(ll) The devices are inspected for evidence of physical damage and for loss ol
strontium-90 after each stage oftesting, using methods ofinspection adequate for determining
compliance with the criteria in 420-3-26-.02(10)(y) 1(vi)(lIl).

0n) Device designs are rejected for which the following has been detected for any
unrt:

I. A leak resulting in a loss of 0. 1 percant or n'rore oi the original anrount of
t1r6n1lyn1-Q{) tiom the tleviue; trr

IL Surface contamination ofstrontium-90 on the device of more lhan
2,200 disintegrations per minute per 100 square ccntimeters of surface area; or

III. Any other evidence ofphysical damage.

(vii) The device has been registered in the Sealed Source and Device Registry

(viii) Each person licensed under this paragraph shall visually inspect each device and
shall reject any which has an observable physical defect that could affect containment of the
stronlium-90.

(ix) Each person licensed under this paragraph shall test each device for possible loss
of strontium-90 or fbr contamination by wiping with filter paper an area of at least 100 square
centimeters on the outside surface of the device, ol by wiping the entire surface area il it is less

than 100 squarc centimeters. The dctcction on the filter papcr of more than 2,200 disintegrations
per min e olradioactive material per 100 square centimeters ofsurface wiped shall be cause for
rejection of the tested device.

(x) Each person lisensed under this paragraph shall

(l) Maintain quality assurance systems in the manulacture of the ice detection devicc
containing strontium-90 in a mamer sufficient to provide reasonable assurance that the safety-
related cornponents of the distributed devices are capable ol'performing their intended functions.

(ll) Subject inspection lots to acceptance sampling procedures, by procedures

specified in paragraph 420-3-26-.02(10)(y) I (xi) and in the license issued under 420-3-26-
.02(l0Xy), to provide at least 95 percent confidence that the Lot Tolerance Percent Defective of
5.0 pcrccnt will not be excccdcd.

(xi) Each pcrson licensed under 420-3-26-.02( 10)(y) shall subject each inspection lot
to:

0) Tests that adequately take into account the individual, aggregate, and cumulative
effects ofenvironmental conditions expected in service that could possibly affect thc ettective
containment of strontium-90. such as absolute pressure and vl'ater immersion.
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(II) Inspection for evidence ofphysical damage, containnrent failure, or tbr loss ol
strontium-90 after each stage oftesting, using melhods of inspection adequate to determine
compliance with the lollowing criteria: A leak resulting in a loss of0.l percent or nrore ofthe
original amount of strontium-90 from the device and any other criteria specified in the license
issued under 420-3-26-.02( 1OXy).

(xii) No person licensed under this paragraph shall transfer to pcrsons generaliy
licensed under 420-3-26-.02(TG) ofthis chapter, or under an equivalent general license ofan
Agreement State:

(D Any ice detection device containing strontium-9O tested and found delective
undcr the criteria speoified in a license issr.red under this paragraph, unless the dcfcctive ice
detection device has been rcpaired or reworked, retested, and determined by an independent
inspector to meet the applicable acceptance criteria; or

(II) Any ice detection device containing strontium-gO contained within any lot that
has been sampled and rejected as a result ofthe procedures in paragraph 420-3-26-
.02(l0Xy)t (xXII) ofthis section, unless:

I. A procedure for defining sub-lot size, independencc, and additional testing
procedures is contained in the license issued under this paragraph.

II. Each individual sub-lot is sampled, tested, and accepted in accordance with
paragraphs 420-3-26-.02(10)(y) I (x)(lD and 420-3-26-.02(10)(y) 1(x;i)(QI. and any other critcria
as may be required as a condition of the license issued under 420-3-26-.02( I 0)(y).

(z) Registrationofproductinformation

l. lrny manufacturer or initial distributor ofa sealed source or devicc containing a

sealed source may submit a request to the Agency tbr evaluation of radiation safety information
about its product and for its registration.

2. The request for review must be sent to the Agency at the address specified in
420-3-26-.01(t2).

i. The request for revierv ol a sealed source or a device must include sullicient
information about the design, manulhcture, prototype testing, quality conlrol program, labeling,
proposed uses, and leak testing and, for a device, the request must also include sulficient
information about installation, service and maintenance, operating and safety inslructions, and its
potential hazards, to provide reasonable assurance that the radiation safety properties of the
source or device are adequate to protect health and minimize danger to life and property.

4. The Agency normally evaluates a sealed source or a device using radiation satety
criteria in accepted industry standards. Ifthese standards and criteria do not readily appiy to a
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panicular case, the Agency formulates reasonable standards and criteria with the help ofthe
manufaclurer or distributor. The Agency shall use criteria and standards sutlicient to ensure that
the radiation saf'ety properties ofthe device or sealed source are adequate to protect health and
minimize danger to lil'e and property.

5. After completion ofthe evaluation, the Agency issues a oenificate ofregistration
to the person making thc request. 

-fhe 
certificate of registration ackrowledges the availability of

the submitted information for inclusion in an application for a specific license proposing use of
thc product. or concerning usc untlcr an cxemption lrom liccnsing or gcncral license as

applicable fbr the catcgory of certillcatc.

(ii) 1'he provisions ofthe registration certificate

7. Authority to manufacture or initially distribute a sealed source or device to
speci{lc liccnsees may be provided in the license without the issuance ofa certificate of
registration in the iollowing cases:

(i) Calibration and refel'ence sources containing no more than:

(l) 1 millicurie (37 MBq), for beta and/or gamma emitting radionuclides; or

(ll) 0.01 millicurie (0.37 N{Bq), for alpha emitting radionuclidcs; or

(ii) The intended recipients are qualified by training and experience and have

sufficient I'acilities and equipment Io safely use and handle the requested quantity of radioactive
material in any form in the case of unregistered sources or, for registered sealed sources

contained in unregistered devices, are qualified by training and experience and have sufficient
facilities and equipment to safely use and handle the requested quantity ofradioactive material in
unshielded form, as specified in their licenses; and

(l) The intended recipients are liccnsed under this chapter or comparable provisions

of the U.S. Nuclear Regulatory Commission or an Agreement Statet or

(ll) The recipients are authorized for research and developrnent; or

(lll) The sources and devices are to be built to the unique specifications olthe
particular recipient and contain no more than 20 curies (740 GBq) oftritium or 200 millicuries
(7.4 GBq) of any other radionuclide.
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8. After thc ccrtificate is issued, the Agency may conduct an additional revier.l as it
determines is necessary to ensure conpliance with cunent regulatory standards. In conducting its
review, the Agency will complete its evalLration in accordance ,"vith criteria specified in this
seclion, The Agency may request such additional information as it considcrs nccessary to
conduct its review and the certificate holder shall provide the information as requested.

9. A ceftificate holder who no longer manufactures or initially transfers any ofthe
sealed source(s) or device(s) covered by a particular certificate issued by the Agency shall
request inactivation ofthe registration cenificate. Sucb a request must be sent to the Agency at
the address specifled in 420-3-26-.01(12), and must normally be made no laterthan 2 years after
initial distribution of all of the source(s) or device(s) covered by the certificate has ceased.
However, ifthe certificate holder determines that an initial transfer was in fact the last initial
transfer more than 2 years alier that transfer, the certificate holder shall request inactivation of
the certificate within 90 days of this determination and briefly dcscribc the circumstances of the

delay.

I 0. If a distribution license is to be tcrminated in accordance with 420-3-25-.02( I 3),
the licensee shall request inactivation of its registration certificates associated with that
distlibution licerrse befble the Agency will terminatc the Iicense. Such a request for inactivation
o1'certificate(s) must indicate that the license is being terminated and include the associated

specilic liccnsc numbcr.

I l. A spccific license 1o manufacture or initially transfer a source or device covered

only hy an inactivated cedificatc no longer authorizes the licensee to initially translcr such

sor.rrces r.lr devices for use, Seruicirrg oldevices ntust be in accordance with any conditions in the

cenillcale, even il'thc ccniticatc is inactivc,

(l l) Issuancc of Spccific Licenses.

(a) Upon a determination that an application meets the requirements ofthe Act and

the rules ofthe Agency, the Agency will issue a specific license authorizing thc proposed activity
in such fonn and containing such conditions ald limitations as it deems appropriate or necessary.

(b) The Agency may refuse to issue a license to any person who has been refused

issuance or rcncwal ofa Iicensc, by authority ofthe Agency, another Agreement State, Licensing
State, or the Nuclear Regulatory Commission, or u'hose license has been revoked, suspended, or
restricted by such licensing authority, if such suspension. revocation, or reslriction has occurred
rvit[in 1 calendar year. If it is a repeat suspension, revocation, or restriction, then the period for'

refusal is 2 years.

(12) Specific Tcrrns and Conditions ofLicenses

(a) Each license issued pursuant to this Rule, 420-3-26-.02, shall be subject to all the

provisions olthe Act, now or hereafter in efTect, and to ail rules, regulations, and orders ofthe
Agency.
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(b) 1. No license issued or granted pursuanl to this rule nor any right under a
license shall be transferred, assigned, or in any manner disposed of, either voluntarily, directly or
indirectly, through transfer of control of any license to any person, unless the Agency shall. after
securing full information, find that the transfer is in accordance with the provisions ofthe act and
shall give consent in writing.

7. An application for transfer oflicense must include:

(i) The identity, technical, and llnancial qua)ifications ofthc proposcd transferee

(il) Financial assurance for dccommissioning in[ormation requircd by
420-3-26-.02(26).

(c) Each person licensed by the Agency pursuant to this Rule, 420-3-26-.02, shall
confine his use and possession of the material licensed to the locations and pnrposes authorized
in the license. Except as otherwise provided in the licensc, a license issued pursuant to this rule
shall carry with it the right to receive, acquire, own, and possess radioactive material. Preparation

for shipment and transport of radioactive material shall be in acoordancc with transporlation
requirements specified in Rules 420-3 -.02(21). (22). (23). and (24).

(d) Each licensee shall notify the Agency in writing when the licensee decides to
permancntly discontinue all activities involving materials authorized under the license.

(e) l. Each licensee, including licensees required to register by

Rule 420-3-26-.02(7)(a)2(xv), shall notity the Agency, in writing, immediately following the

filing ofa voiuntary or involuntary petition for bankruptcy under any Chapter of Title 11

(Bankruptcy) ofthe United States Code by or against:

(i) Thc liccnsee

(i0 An entity [as that tenn is defined in 1l U.S.C. l0l(14)] controlling the licensee or
listing the license or licensee as property of the estate; or

(iii) An alliliate [as that tcrm is dcfined in I I U.S.C. l0l {2)] olthe licensee.

2. This notil-rcation must indicate:

(l) The bankruptcy court in which the petition for bankuptcy was filed.

(ii) 'l'he date ofthe filing of the petition.

(1) Liccnsccs rcquired to submit emergency plans by 420-3 -6-.02(?7)(a) shall follorv
the emergency plan approved by the Agency. The licensee may change the approved plan only
if the changes do not decrease the effectiveness ofthe plan. The licensee shall fumish the
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change to the Agcnoy and to affectcd olfsite response organizations withrn 6 months atlcr the
change is made, Proposed changes that decrease, or potentially decrease, the effectiveness ofthe
approved emergen0y plan may not be implemented without prior application to and prior
approval by the Agency,

(g) Each portable gauge licensee shall usc, at a minimum, trvo independcnt physical
controls that form tangible barriers to secure portable gauges from unauthorized removal,
rvhenever portable gauges are not under the control and constant surveillance of the licensee.

(h) The Agency may incorporate, in any license issued pursuant to this rule, at the
time of issuance, or thereafter by appropriate rule, license condition, or order, such additional
requirements with respect to the receipt, possession, use, and transl'er of radioactjve material as it
dccms appropriate or necessary in order 1o:

l. Protect health or to minimize danger to life or property

2. Require such reports and the keeping ofsuch records and to providc lbr such
inspections as may be necessary or appropriate 1o effectuate the purpose of the act and the rules
thereunder.

(i) Each licenseepreparingtechnetium-99mradiopharmaceuticalslrom
nrolybdenum-99/technetium-99m generators or rubidium-82 liom strontium-82/rubidium-82
generators shall test the generator eluates for molybdenum-99 breakthrough or strontiunr-82 and

strontium-85 contamination, respectively, in accordance wrth 420-3 -).6-.07 (49). I'he Iiccnsee
shail record thc resr.llts ofeach test and retain each lecord for 3 years after the record is made.
'i'he licensec shall rcport the rcsults ol anv tcst thal excee(ls thc nclrnissitrlt'concentrations listcd
in 420-l-2(r-.07('l9 )( a) al the tinre o1'qencrlrtor elLrtion. in accordancc with 420-3-2(r-.07( 125)

(j) Deliberatemisconduct

i. This section applies to any:

(i) Licensee.

1ii) Ccnificate holder.

(iii) Quality assurance program approval holder.

(iu) Applicant for a license, certificate, or quality assurance progrz n approval.

(v) Contractor (including a supplier or consultant) or subcontractor to any person
identified in paragraph (i)1 ofthis section.

(vi) Employees ofany person identified in paragraph O1 ofthis section.
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2. A person identified in paragraph I of thjs section who knowingly provides to any
entily, listed in paragraph I olthis section, anv components, rnaterials, or other goods or services
that relate to a licensee's, certiticate holder's, quality assurance program approval holder's, or
applicant's activities subject to this part may not:

(i) Engage in deliberate misconduct that causes or would have caused, if not
detected, a licensee, certificate holder, quality assurance program approval holdcr, or any
applicant to be in violation ofany rule, regulation, or order; or any terrn, condition or limitation
ofany licensc, certificate, or approval issued by the Agency; or

(ii) Deliberale"iy submit to the Agency, a licensee, a certilicate holdcr', qualitl,
assurance program approval holder, an applicant lbr a license, csrtiticate or quality assurance
program approval, or a licensee's, applicant's, certificate holder's, or qualitv assurance program
approval holder's conlractor or subcontractor. information that the person submitting the
information knows to be incomplete or inaccurate in some respect material to the Agency.

3. A person who violates paragraph 2(i) or 2(ii) of this scction may be subject to
enforcement action in accordance rvith the procedures in 420-3-26-.13.

4. For the purposes ofparagraph (ii)(I) ofthis section, deliberate misconduct by a
person means an intentional act or omission that the person knows:

(D Would cause a licensee, ceftificate holder, quality assurance program approval
holder, or applicant for a licensc, certificate, or qualitir assurancc program approval to be in
violation of any rule, regulation, or order; or any lenn, conditron, or limitation ol any license or
certificate issued by the Agency; or

(ii) Constitutcs a violation ofa requirement, procedure, instruction, contract, purchase
order, or policy of a licensee, certificate holder, quality assurance program approval holder,
applicant, or the contractor or subcontractor of any of them.

(13) Renewal, Expiration and Termination of Licenses and Dccommissioning of
Sites and Separate Buildings or Outdoor Areas.

(a) Ilach specific Iicense cxpircs at the end of the day on the expiration date stated in
the license. unless the licensee has filed an application fbr rcncwal in accordance rvith

420-3-26-.02(8) not less than 30 days bclorc the erpiration datc stated in the exisling license. If
an application for renerval has been filed at least 30 days before the expiration date slated in the
existing liccnsc, the existing license expires at the end of the day on which the Agency makes a

linal determination to deny the renewal application or, if the dctermination states an expiration
date, the expiration date stated in the determination.

(b) Iiach specific license revoked by the Agency expires at the end ofthe day on the
date ofthe Agency's final determination to revoke the license, or on the expiration date stated in
thc detcrmination, or as otherwise provided by Agency Order.

69



(c) Each specific license continues in effect, beyond the expiration date ifnecessary,
with rcspect to possession ofradioactive material until the Agency notifies the licensee in writing
that the license is terminated. During this time, the licensee shall:

l. Limit aclions involving radioactive material to those related to decomnrissioning

2. Continuc to control cntry to rcstrictcd arcas until they arc suitable tbr release in
accoldance with Agency requirements.

(d) Within 60 days ofthe occurrence oi'any ofthe following each licensee shall
provide notification to the Agency in writing ofsuch occurrence, and either begin
decommissioning its site, or any separate building or outdoor area that contains residual
radioactivity so that the building or outdoor area is suitable for release in accordance with
Agency requirements, or submit within 12 months of notification a decommissioning plan, if
required by 420-3-26-.02(.13)(9) l, and begin decommissiorung upon approval ofthat plan if:

l. The iicense has expired pursuant to 420-3-26-.02(13)(a) or (b) ofthis section; or

2. The licensee has decided to pennanently cease principal activities, as dellncd in
this par1. at the entire site or in any separate building or outdoor area that contains residual
radioactivity such that the building or outdoor area is unsuitable for release in accordance with
Agency requirements; or

3. No prinoipal astivities under tlte licensc have been conducted for a period of
24 months; or

4. No principal activities havc bccn conductcd tbr a period of 24 months in any
separate building or outdoor area that contains residual radioactivity such that the building or
outdoor arca is unsuitable lor release in accordancc r,vith Agency requirements.

(c) Coincident r.vith the notification required by 420-3-76-.02(13)(d), the licensee

shall nraintain in effect all decommissioning Iinancial assurances esublished by the licensee
pursuant to Rule 420-3-26-.02 in conjunction with a license issuance or renewal or as required by
this section. The amount ofthe financial assurance must be increased, or may be decreased, as

appropriate, to cover the detailed cost estirnate for decommissioning established pursuant to
420 -3 -26 -.02(1 3)G) a $).

1. Any licensee who has not provided flnancial assurance to cover the detailcd cost

estimate submitled rvith the decommissioning plan shall do so when this rule beoornes etl'ective

2. Following approval ofthe decomnrissioning plan, a licensee may reduce lhe
amount o1'the financial assurance as decommissioning proceeds and radiological contamination
is reduced at the site with the approval of the Commission.

10



(0 The Agency may grant a request to extend the tinle periods established in
420-3-26-.02(13)(d) if the Agency determines that this relief is not delrimental to public health
and safety and is otherwise in the public interest. The request musl be submitted no later than
30 days before notification pursuant to 420-3-76-.02(13)(d). The schedule for decommissioning
set lorth in 420-l-26-.02( 13Xd) may not commence until the Agency has madc a determination
on the request.

(g) 1. A decommissioning plan must be submitted if required by license
condition or if the procedures and activities necessary to carry out decommissioning ofthe site or
scparate buildir.rg or outdoor area havc not bccn plcviously approvcd by thc Agency and thesc
proccclures could inclcasc potential health and safetv impacts to workers or lo the puhlic, such as

in any ofthe fbllowing cases:

(i) Procedwes would involve techniques not applied routinely during cleanup or
maintenance operations ;

(ii) Workers would be entering areas not normally occupied r.r'here surface

contamination and radiation levels are significantly higher than routinely encountered during
operation;

(iiD Proccdures could rcsult in significantly greater airbome concentrations of
radioactive materials than are present during operation; or

(ir) Procedures could result in sigmficantly grcater rclcases ofradioactive material to
tlie euvironment than those associated with operation.

2. The Agency ma) approve an altemate schedule for submittal of a
decommissioning plan required pursuant to 420-3-26-.02(13Xd) if the Agency determines that

the alternative schedule is necessary for the effective conduct ol decommissioning operations

and prcsents no undue risk from radiation to the public health and safety and is olherwise in the

public interest.

3. Procedures such as those listed in 420-3 -26-.02( I 3Xg) 1 with potcntial health and

salcty impacts may not be carried out prior to approval olthe decommissioning plan.

4. The proposed decommissioning plan for the site or separate building or outdoor
area must include:

(i) A description ofthe conditions ofthe sile or separatc building or outdoor area

sufficient to evaluate the acceptability of the plan,

(ii) Adescriptionofplanneddecommissioningactivities.

(iii) A description ofmethods used to ensure protection ofworkers and the

environment against radiation hazards during decommissioning.
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(iv) A description ofthe planned final radiation survey

(v) An updated detailed cost estimate for decommissioning, comparison ofthat
estimate with present funds set aside for decommissioning, and a plan for assuring the
availabilit_v of adequate funds for completion of decommissioning.

(r,i) For decommissioning plans calling lor completion of decommissioning later than
24 months after plan approval, the plan shall include a.justification for the delay based on the
criteria in 420 -3 -26-.0 2 ( I 3Xh)2.

5. The proposed decommissioning plan will be approved by the Agency ifthe
intbrmation therein demonstrates that the deoommissioning will be completed as soon as
practicable and that the health and satbty ofworkers and the public will be adequately protected.

(h) I . Exccpt as provided in paragraph 420-3-26-.02( l3xh)2(i), licensees shall
complete decommissioning ofthe site or separate building or outdoor area as soon as practicable
but no later than 24 months following the initiation of decommissioning.

l. Whether it is technically feasible to complete decommissioning within the allotted
24-month period.

2. \lhether sufficient waste disposal capacity is avaiiable to allow completion of
decommissioning within the allotted 24-month pcriod.

3. \Vhcther a significant volume reduction in wastes requiring disposal will be

achieved by allowing short-lived radionuclides to decay.

4. Whether a significant reduction in radiation exposule to workers can be achieved
by allowing shorllived radionuclides to decay,

5. Other site-specific factors which the Agency may consider appropriate on a case-
by-case basis, such as the regulatory requirements of other government agencies, lawsuits,
ground-water treatment activities, monitored natural ground-water restoralion, act;ons that could
result in more environmental harm than deferrcd cleanup, and other thctors beyond the control of
lhe licensee.

12

2. Ilxcept as provided in paragraph 420-3-26-.02( 13 Xh)2(i) ol this section. r.r,hcn

decommissioning involvcs thc cntirc sitc, thc liccnsee shall rcqucst Liccnsc tcrmirtation as soon as

practicabie but no later than 24 months following the initiation of deconrnrissioning.

(i) Thc Agency may approve a request for an altemative schedule for completion of
decommissioning of the site or separate building or outdoor area, and license termination if
appropriate, if the Agcncy dctermines that the altemative is warranted by consideration ofthe
following:



0) As the hnal step in decornrnissioning, the licensee shall:

l. Ccrtify the disposition ofall licensed material, including accumulated wasles, by
submitting a completed Agency Form DRM or equivalent information.

2. Conduct a radiation survey ofthe prcmises whcre the licensed activities were
carried out and submit a report ofthe results ofthis survey, unless the licensee demonstrates in
some other manncr that the premises are suitable lor release in accordance with the criteria lbr
tleconrmissioning in Rule 420-3 -26-.03(60) and (61). The licensee shall. as appropriate:

(i) Report levels ol gamma radiation in units of miroroentgen (millisicverts) per
hour at I meter from surfaces, and report levels of radioactivity, including alpha and beta. in
units of disintegrations per minute or microcuries (mcgabecqucrcls) per 100 squarc centimeters
(removable and fixed) for surfaces, microcuries (megabecquerels) per milliliter for water, and

picocuries (becquerels) pcr gram for solids such as soils or concrete.

(it) Specily the survey instrument(s) used and certify thal each instrument is properly
calibrated and tested.

(k) Specilic licenses, including expired licenses, will be terminated by written notice
to the licensee when the Agency determines that:

1. Radioactive material has been properly disposed,

2.

if present.
lleasonable ellbrt has becn made to eliminatc rcsidual radioactivc contamination,

3 (,) A radiation survey has been performed which demonstrates that the

premises are suitable for release in accordance with the criteria for decommissioning in
420-3-26-.03;or

(iD Other information submitted by the licensee is suf]'rcient to demonstrate that the
prcmises arc suitable for release in accordance ',vith the criteria for decommissioning in
470-3-26-.03.

4. Records required by 420-3-26-.02(30)(d) and (0 have been received

(14) Reserved.

(l 5) Amendment of Licenses at Request of Licensce. Applications lbr amendment

of a license shall be llled in accoldance with 420-3-26-.02(8) and shall specifo the respects in
r.r,hich the licensee desires his liccnsc to be amendcd and the grounds for such amcndment.

(16) .Agency Action on Applications to Renerv or Amend. In considering an
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application by a licensee to renew or amend his license, the Agency will apply criteria set forth
in 420-3 -26-.02(9) and 420-3-26-.02( I 0), as applicable.

( 17) Inalie nabiliry- ofLicenses.

(b) An application fbr transl'er of license must include:

l. The identity, technical, and financial qualifications ofthe proposed transferee.

2. Financial assuraxce for decommissioning information required by Rule 420-3-26-
.03, as applicable.

(18) Transfer of Material.

(a) No licensee shall transfer radioactive material except as authorized pursuant to
this section.

ft) Any licensee may transfer radioactive material

l. To the Agency,

2. 'Io the U.S. Department of Encrgy

3, To any person exempt from the regulations in this Rulc 420-3 -26-.02 to the extent
permined under such exemplion.

4. To any person authorized to receive such material under the terms ofa general

license or its equivalent, or a specific license or equivalent licensing documenl, issued by the
Agency. the U.S. Nuclear Regulatory Commission. Licensing State, or any Agreement State, or
to any person otherwise authorized to receive such material by the Federal Govemment or any

agency thereof, the Agency, or any Agreemcnt Statc; or

5. As othcrwise authorized by the Agency in writing

(c) Preparation for shipment and transport ofradioactive malerial shall bc in
accordance with the provisions of 420-3-26-.02(21).

(d) Before transferring radioactive material to a specific license ofthe Agency, the

(a) No license issued or granted under this rule and no right to possess or utilize
radioactive material granted by any license issued pursuant to this Rule 420-3-26-.02 shall be
transfcned, assigned, or in any manner disposed of, either voluntarily or involuntarily, dircctly or
indirectly, through transfer of control of a:ry license to any person unless the Agency shall, after
securing full information find that the transfer is in accordance with the provisions of the Act,
give its consent in writing.



U.S, Nuclear Regulatory Commission, Licensing State, or an Agreement State, or to a general
licensee who is required to register with the Agency, the U.S. Nuclear Regulatory Commission,
Licensing State, or an Agreement State prior to receipt ofthe radioactive material, the licensee
transferring the material shall veriry that the transferee's licensc authorizes the receipt ofthe
type, form, and quantity of radioactive material to be transferred.

(e) The following methods for verification required by 420-3-26-.02( l8 )(d) are
acceptable:

l. The transleror may have in his possession and read, a currcnt copy ofthe
transferec's speci fi c I icensc;

2. The transl'cror may have in his possession a written certificate by thc transfcrce
that he is authorized by license to receive the type, form, and quantity ofradioactive material to
be transfened, specifying the license number, issuing agency, and expiration date;

3. For emergency shipments the transferor may accept oral certification by the
transferee that he is authorizcd by liccnsc to receive the type, form, and quantity of radioactivc
material 1o be transferred, specitying the license number, issuing agency, and expiration date;
provided that thc oral ccrtification is conllrmed in writing within l0 days;

4. 'the transleror may obtain other sources of information compiled by a reporting
service from official records ofthe Agency, the U.S. Nuclcar Regulatory Commission, Licensing
State, or an Agreement State as to the identity of licensees and the scope and expiration dates of
licenses and rcgistration; or

5. When none ofthe melhods ofverification described in a20-3-26-.02( I 8)(e)l
through 4, are readily available or when a transferor desires to verify that information received
by one of such methods is correct or up{o-date, the transferor may obtain and record
confirmation from the Agency, the U.S, Nuclear Regulatory Commission, Licensing State, or the
licensing agcncy of an Agrcemenl State that the transferee is licensed to receive the radioactive
material.

(l9) Modification, Revocation, and I ermination ofLicenscs

(a) The terms and conditions ofall licenses shall be subject to amendment, revision,
or modification or the license may be suspended or revoked by reason ofamendments 10 the Acf
or by reason ofrules, regulations, and orders issued by the Agency.

(b) Aly Iiccnse rnay be revoked, suspended, or modified in whole or in part, lor any
material false statement in the application or any statement of fact required under provisions of
the Act, or because of conditions revealed by application or statement ol fact of any report,
record, or inspection or other means which would warrant lhe Agency lo refuse to grant a license
on an original application, or lor violation ol, or failure to observe any ol, the terms and

conditions of the Act, or the license, or of any rule, regulalion, or order of the Agency.
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(c) Except in cases ofwillfulness or those in which the public health, interest, or
safety requires otherwise, no license shall be modified, suspended, or revoked unless, prior to the
institution of proceedings therefore, the facts or conducl which may warrant such action shall
have been called to the attention ofthe licensee in writing and the licensee shall have been
accorded an opportunity ro dcmonstratc or achicve compliance with all lawful requirements.

(d) The Agency may terminate a specific lioense upon request subnritted by the
licensee to the Agency in writing.

(e) 'lhe Agcncy may suspend, revokc, or amcnd any liccnse in the event that the
person to whom such license was granted has a license revoked, suspended, or restricted by a

licensing authority of another Agreement State or the U.S. Nuclear Regulatory Commission.

(0 The Agency may cause the withholding or recall ofradioactive material from any
licensee who is not equipped to obscrvc or fails to observe such safety standards to protect health
as nray be established by the Agency, or who uses such materials in violation oflaw or
regulation of the Agency, or in a manner otlter than disclosed in thc application theretbre or
approved by the Agency.

(a) Subject to these rules, any pelson who holds a specific Iicense from thc U.S.
Nuclear Regulatory Comn,ission, l,,icensing State, or any Agreement State, and issued by the
;\genc1, having jurisdiction where the licensee maintains an officc tbr directing the licensed
activity and at'ra,'hich radiation safety records are normalLy maintained, is hereby granted a

general license to conduct the activities authorized in such licensing document with this s1a1e for
a period not in excess of 30 days in any calendar year provided that:

l. The licensing document does not limit the activity authorized by such document
10 spccified installations or locations.

2. 'lhe out-ol'-state liccnsce notitics the Agcncy in u'riting at lcast 3 days prior to
engaging in such activity. Such notillcation shall indicate the location, period, arld type of
proposed posscssion and use within the statc, and shall be accompanied by a copy of the

pertinent licensing docunrent. If, for a specific case, the 3-day period rvould impose an undue

hardship on the out-o[-state licensee, he may, upon application to the Agency, obtain permission
to proceed sooner. The Agency may waive the requirement for filing additional written
notifications during the remainder ofthe calendar vear following the receipt ofthe initial
notification from a person engaging in activities under the general license provided in this
section,

i. The out-of-state licensee complies rvith the applicable rules o1'the Agency- and

with all the terms and conditions of his licensing document, exccpt any such terms and

conditions u'hich may be inconsistent with applicable rules of the Agency.
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4. 'Ihe out-of-state licensee supplies such other information as the Agency may
request

5. The out-of-state licensee shall nol transfer or dispose ofradioactive material
possessed or used under the general license provided in this section except by transfer to a

person:

(i) Specifically licensed by the Agency or by the U.S. Nuclear Regulatory
Commission. Licensing State, to receive such materiall or

(ii) Excmpt tiom the requirements fbr such material undcr 420-3 -26-.02(4)(a)

(b) Notwithstanding the provisions ofparagraph (a) of this section, any person who
holds a specific license issued by the U.S. Nucleal Regulatory Commission, Licensing State, or
an Agleement State to authorize the holder to malufacture, transfer, install, or service a device
described in Rule 420-3 -26-.02(7)(a). within areas subject to the jurisdiction ofthe licensing
body is hereby granted a general license to install, transfer, or service such a device in this slate
provided that:

l. Such person shall file a report with the Agency within 30 days after the end of
each calendar quarter in which any device is translcnod to or installcd in this state. Each sr.rch

report shall identii_v each general license to whom such device is transferred by name anci

address, the lype of device transl'crrcd, and the quantity and type ol radioaclive material
contained in the device.

2. The device has been manufactured, labeled, installed, and serviced in accordance

with applicablc provisions of the specific license issued to such person by the U.S. Nuclear
Regulatory Commission, Licensing State, or an Agreement State.

3. Such person shall assure that any labels required to be affixed to the device under
regulations ofthe authorig rvhich licensed manufacture ofthe device bear a statement the

"Removal of this label is prohibited."

4. The holder ofthe specific license shall fumish to cach gcncral liccnsee to whom
he transfers such device or on whose premises he installs such device a copy of the general

license contained in Rule 420-3-26 -.02(7)(a).

(c) The.Agency may u,ithdrarv, limit, or qualifu its acceplance olany specific license
or equivalent licensing document issued by another Agency, or any product distributed pursuant

to such Iicensing documcnt, upon determining that such action is necessary in order to prcvent
undue hazards to public health and safety or properry.

(2 l) 'l'ransportation of Radioactivc llaterial
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(a) Incorporation by rcference

I . Except as provided in this chapter, the requirements of I 0 CFR Part 7l (relating
to packaging and transponation ofradioactive material) are incorporated by relerence.

2. Notwithstanding the requirements incorporated by ref'erence, I 0 CFR 7l .2, 7l .6,
7r .1 l, 71 .14(b), 71.19,71 .31 ,71.33,71 .35.71.37,71 .38,71.39,71.41,71.43,71.45,71,5t,
71.s5,71.59,7 t .6t,71.63,71 .64,71 .65,71.',70,7 t.71, 71.73,7 t.'74,71.7 5,71.77 ,71 .85(a),(b),
and (c), 71.91(b), 71.99,71.100,71.101(c)(2), (d) and (e), 71.107,71.109,7l.l I l, 71.113,
71.115,7l.L17,71.11,.9.71.121,71.123, and 71.125 are not incorporated by reference.

(b) Effect ofincorporation of 10 CFR Part 7l

l. To reconcile difl'erences behveen this chapter and the incorporated sections of
10 CIR Part 7l (relating to packaging and transportation ofradioactive rnaterial), the following
words and phrascs shall be substituled for thc languagc in l0 CFR Part 7 I as lbllows:

(i) Where the words "NRC", "Commission", "United States Nuclear Regulatory
Commission" or "Administrator or the appropriate Regional Oflice" appear in 10 CFR Part 71,
substitute the words "Agency" except when used in l0 CFR 71.5(b), 71.10, 71.17(c)(3) and (e),
71.85(c), 71 ,88(a)(a), 71.93(c),7 t.95,71.97(c), (c)(3)(iii) and (0.

(ii) 'lhe terms "certificate ofcompliance," "compliance holder" or "applicant" apply
to the NRC as they are the sole authority for issuing a package Certilicate of Compliance.

(iii) Notifications, repons, and correspondencc refercnced in thc incorporatcd parts ol
10 CFR Part 7l shall be directed to the Agency.

(c) Comnunications. Notwithstanding the incorporation by reference of
10 CI, R 7l . I (relating to communications and records). all communications concerning the

requirements of this chapter should be sent to the Alabana Ol'1-rce of Radiation Control,
P.O. Bor 3030 I 7, Montgomery, Alabama 36130-301 7.

(d) In additjon to the incorporation by reference of 10 CFR Part 7l (relating to
packaging and transportation of radioactive material), if Chapter 420-3 -26-,02 (relating to

transpofiation) or the regulations ofthe llnited States Depaftment of Transpoftation in,19 CFR
Parts l7l-180 and 388---397 do not apply to a shipmenl ol licensed rnatcrial, the licenscc shall
confonn to the standards and requirements of those regulations to lhe same extent as if the

shipment was subject to the regulations.

(22) Exemptions

(a) On application ofany interested person or on its own initiative, the Agency may
grant any exemption from the requirements of the regulations in this part that it determines is

authorized by law and will not endanger life or property nor the corunon defense and security,



(b) Common and contract carriers, freight forwarders, and warehousemen are exempt
from these rules to the extent that they transport or store radioactive malerial in the regular
coursc oftheir carriage for anolher or storage incident thereto.

(c) Any licensee who delivers radioactive material to a carrier for transport, where
such transport is subject to the regulations ofthe U.S. Postal Service, is exempt from the
provisions of 420-3 -26-.02(21).

(13) Intrastatc'I'r'ansp0rt

(a) A general licensc is herebf issued to any common or contract carrier to receive,
possess, transport, and store radioactive nraterial in the regular course of their caniage for
another or storage incident thcreto, provided the transportation and storage is in accordance with
the applicable requirenrents of the regulations appropriate to the mode o1'transport, ofthe U.S.
Departmcnt of Transportation and incorporated sections of l0 CFR Part 71 (relating to
packaging and transportation ofradioactive material) of the U.S. Nuclear Regulatory
Commission insofar as such regulations relate to the loading and storage ofpackages, shipping
papers, placarding ofthc transporting vehicle, and incident reporting.rr

(b) A general license is hereby issued to any private carrier to transport radioactive
material, provided the transportation is in accordance with the applicable requirements ofthe
regulations, appropriate to the mode oftransport, ofthe U.S. Department of Transportation and
incorporated sections of l0 Cl'R Pafl 7l (rclating to packaging and transportation ofradioactive
material) of the U.S. Nuclear Regulatory Commission insofar as sucli regulations relate to the

loading and storage olpackagcs, shipping papers, placarding oi the transporting vehicle, and

incident reporling.Io

(c) Persons who transpoft radioactive material pursuant to the general licenses in
420-3 -26-.02(23)(a) or (b) are exempt.liom the reqr.rirements of Rule 420-3-26-.03 and,

Itule 420-3-26-.10 ofthese rules Io the extent that they transport radioactivc matcrial.

(24) Preparation of Radioactive Material for Transport. A gencral license is

hereby issued to a licensee to deliver radioactive material to a canierll for transport provided
that:

(a) The licensee complies with the applicable requirements ofthe regulation,
appropriate to the mode of transpon, of the U.S. Departn'Ient of Transportation and incorporated

,o Any notification of incidents refe[ed to in those requirements shall be filed wilh, or made to,
the Agency.

I' For the purpose ofthis rule, a liccnsee who transports his own licensed material as a private
carrier is considered to have delivered such material to a carrier for transport.
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sections of l0 CFR Part 7l (relating ro packaging and transportation ofradioactivc material) of
the U.S. Nuclear Regulatory Commission insofar as such regulations relate to the packaging of
radioactivc malerial, providing shipping papers, and to the monitoring, marking, and labeling ol
those packages.

(b) Ihe licensee has established procedures lor sat'ely opening and closing packagcs
ir.r which radioactive material is transported and to assure thal prior to the delivery to a carrier for
transport, cach package is properly closed for hansport.

(c) Prior to delivery of a package to a carier for transport, the licensee shall assure

that any special instructions needed to safely open the package are sent to or have been made
available to the consignee.

(25) Ileserved.

(26) financial Assurancc and llecordkccping for Docom mission ing.

Notwithstanding and in addition to the financial requirements specified in this
Rule, 420-3-26-.02, the following shatl apply with regard to decommissioning tund
requirements:

(a) Each applicant for a specific license authorizing the possession and use of
unsealed radioactive material ofhalflife greater than 120 days and in quantities exceeding

105 times the applicable quantities set lbrth in Appendix l- to Rule 420-3-26-.03 shall submit a
decommissioning funding plan as described in 420-3-26-.02(26)(f). The decommissioning
hrnding plan must also bc submitted whcn a combination of isotopes is involved if R divided by
I 0i is greater than I (unity rule), where R is defined here as the sum of the ratios of the quantity

of cach isotope to the applioable value in Appendix I to Rule 4]0-l-26-.01.

(b) Each holder of, or applicant for any specilic license aulhorizing the possession

and use of sealed sources or plated fbils oI half-lit'e grcater than 120 days and in quantities

exceeding l0r2 times the applicable quantities specified in Appendix F of Rule 420-3-26-.03 (or
when a combination ofisotopes are iovolved if R, as defined in 420-3-26-.02(26)(a), divided by
l0r2 is greater than 1) shall submit a deconmissioning funding plan as described in
420-3-26-.02(26)(il.

(c) Hach applicant lbr a specific license authorizing the possession and use of
radioactive material of half-lit'e greater than 120 days and in quantilies specified in
420-3 -26-.02{26)(e) shall either:

1. Submit a decommissioning f'unding plan as described in
4 20 -3 -26 -.02(26) (t) ; or

2. Submit a cerlification that linancial assurancc for decommissioning has been

provided in the amount prescribcd by 420 -3-26-.02(26)(e) using one of the methods described in
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420-3-26-.02(26)(9). For an applicant, this certification may statc that the appropriate assurance
will be obtained after the applicant has been approved and the license issued but prior to the
receipt of licensed material. Ifthe applicant defers execution of the financial instrument until
after the license has been issued, a signed original ofthe financial instrument obtained to satisfl.
the requirement of paragraph (g) ofthis section must be submitted to the Agency belore receipt
oflicensed material. If the applicant does not defer exccution ol thc ftnancial instrument, the
applicant shall submit to the Agency a signed original ofthe financial instument obtained to
satisry the requirements ofparagraph (g) of this section.

(d) 1 . Each holder of a specific license issucd on or after October I, I 99 I , which
is 01'a type described rn 420-)-26-.02(76 )(a) or (b), shall providc llnancial assurancc tbr
decommissioning in accordance with the criteria set forth in this Rule 420-3-26-.02(26).

2. Each holder ofa specific license issued before October 1, 1991, and ofa type
dcscribcd in 420-3 -26-.02(26)(a) shall submit, on or before January l,1992, a de:comnissioning
funding plan or a certification of iinancial assurance 1br decommissioning in an amount equal to
$i.125,000 in acoordance with the criteria set forth in this Rule 420-3 -26-.02(26). ll'the licensee
submits the certillcalion of llnancial assurance rather than a decommissioning funding plan at

this time, the licensee shall include a decommissioning funding plan in any application for
Iicense renewal.

3. Each holder ofa specific license issued before October 1, 1991, and of the type
described in 420-3-26-.02(26)(b) shall submit, on or before January 1, 1992, a certification of
financial assurance for decommissioning or a decommissioning funding plan in accordance with
tlre criteria set tbrth in this Rule, 420-3-26-.02(26).

4. ,Any licensce who has submitted an applicaticrn belore October' 1, 1991, for
renewal oflicense in accordance with 420-3-26-.02( 14) sha)l provide financial assurance fbr
decommissioning in accordance with this Rule 420-3-26-.02(26). This assurance must bc

submitted rvhen this rule becomes efl'ective October l, 1991 .

5. Waste collectors and wastc processors, as defined in Appendix G to Rule 420-3-
26-.03 must provide financial assurance in an amount based on a decommissioning funding plan
as described in Rule 420-3-26-.02(26). 'fhc decommissioning funding plan must include the cost
ofdisposal ofthe maximum amount (curies) ofradioactive nraterial permitted by license, and the
cost ofthe disposal ofthe maximum quantity, by volume, ofradioactivc material which could be
present at the licensee's facility at any time, in addition to the cost to remediate the licensee's site
to meet the criteria of Rule 420-3-26-.03. The decommissioning linding plan must bc submifted
by Decembcr 2,2006.

(e) 'l able of required amounts of tlnancial assurance 1br decommissioning by
quantity oimatcriai. Licensees rcquired to submit the $1,125,000 amount must do so by
December 2,2006. Licensees required to submit the $l13,000 or 5225,000 amount must do so

by June 2,2007. Licensees having possession limits exceeding the upper bounds of this table

must base financial assurance on a decommissioning funding plan. For quantities:
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l. Greater than 104 but less than or equal to ]05 times
the applicable quantities of Appendix F of 420-3-26-.03 in unsealed
form. (For a combination of isotopes, if I{, as defined in
420-3-26-.02(26)(a), divided by 104, is greater than 1 but R divided
by 105 is less or equal to l)

2. Greater than l0r but less than or equal to 104 times
the applicable quantities ofAppcndix f' of 420-3-26-.03 in unsealed
form. (For a combination ofisotopes, if R, as defined in
420-3-26-.02(26)(a). divided by 10r is greater than 1 but R divided
by l0a is less than or equal to l)

$1,125,000

$225,000

3. Greater than 1010butlessthanorequalto l0l2 tirnes
the applicable quantities ofAppendix F of420-3-26-.03 in sealed

sources or plated foils. (For a combinalion ofisotopes, if R, as

defined in 420-3-26-.02(26)(a) divided by l0r0 is greater than 1,

but R divided by 1012 is less than or equal to 1)

$l r3,000

(0 l. Fach decommissioning funding plan must be submitted for review and

approval and must contain:

(i) A detailed cost estirnate lbr decommissioning, in an amount leflecting:

I. The cost ofan independent contractor to perlorm all decommissioning activities

II. The cost ofmeeting the criteria for unrestricted use specified in 420-3-26-.03(60),
providcd that, ifthe applicant or Iicensee can demonstrate its ability to meet the provisions ol
420-3 -26-.03 (60), the cost estimate may be based on meeling the 420-3-26-.03(60) criteria.

III. The volumc ofonsite subsurlace material containing residual radioactivity that
will require remediation to meet the criteria for license termination.

IV. An adequate contingency factor

(ii) Identification of and.lustification lor using the key assumptions contained in the
detailed oost estimate.

(iir) A description of the method of assuring funds for decommissioning from
paragraph (g) of this scction, including mcans for adjusting cost estimates and associated f'unding
Ievels periodically over the Iife ofthe facility.

(iv) A certification by the licensee that financial assurance for decommissioning has
been provided in the amount of the cost cstimate tbr decommissioning.
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(v) A signed original ofthe financial instrument obtained to satisfy the requirements
of paragraph (g) ofthis section (unless a prcviously submitted and acceptcd financial instrument
conlinues to cover the cost eslimate for decommissioning).

2. At the time of license renewal and a1 intervals not to exceed 3 years, the
decommissioning funding plan mr"rst be resubmitted with adjustments as necessary to accounl for
changes in costs and the extent of contamination. If the amount of financial assurance will be
adjusted dorvnward, this cannot be done until the updated decommissioning funding plan is
approved. The decommissioning funding plan must update the informalion submitted with the
original or prior approved plan, and must specifically consider the eflcct of the follorving evcnts
on decommissioning costs:

(i) Spills ofradioactive material producing addirional residual radioactivity in onsite
subsurface material.

(ii) Waste invcntory increasing above the amounl previously estimated

(ii,) Wasle disposal costs increasing above the amount previously estimated

(iv) Facilitymodifications.

(v) Changes in authorized possession limits

(\,i) Actual remediation costs that exceed the previous cost cstimalc.

(\,ii) Onsite disposal

(viii) l-lse of a settling pond

(g) The financial instrument must include the licensee's name, license number, and

docket number, and the name, address, and other contact information ofthe issuer, and, ifa trust
is used, the trustee. When any of the foregoing information changes, the licensee must, *'ithin
30 days, submit financial instruments reflecting such changes. Thc financial instrument
submined must be a signed original or signed original duplicate, except where a copy of the
signed original is specifically pemiifled. Financial assurance tbr dccommissioning must be

providcd by onc or more of the follorving methods:

L Prepayment. Prepayment is the deposit prior to the start ofoperation into an

account segregated fiom licensce assets and outside the licensee's administrative control of cash

or liquid assets such that the amount of funds would be sufficient to pay decommissioning costs
P:'epayment may be in the form ofa trust, escrow account, governrnent fund, certihcate of
dcposit, or deposit of government securities.

2. A surety method, insurance, or other guarantee method. These methods guarantee

that decommissioning costs will be paid should the licensee default. A surety method may be in
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the lbrm of a surety bond, letter of credit, or a line of credit. A parent company guarantee of
funds for decommissioning costs based on a financial test may be used if the guarantee and test
are as contained in Appendix A to this rule. A palenl company guarantee may not be used il
combination with other finanoial methods to satisly the requiremenls ofthis rule lor commercial
corporations that issue bonds, a guarantee of funds by thc applicant or licensee tbr
decommissioning costs based on financial tests may be used if the guarantee and tests are as

contained in Appendix B of this rulc. For cornmcrcial companies that do not issuc bonds, a

guarantee of ftlnds by the applicant or licensee for decommissioning costs may be used if the
guarantee and tcsts are as oontained in Appendix C ofthis rule. For nonprofit entities, such as

colleges, universities, and nonprofil hospitals, a guarantee of funds by the applicant or licensee
fbr decommissionints costs may be used if the guarantee and tests are as contained in
Appcndix D to this rule. A guarantee by the applicant or licensee may not be used in
combination r.l,ith any olher financial methods to satisfy the requirements of this rule or in any
situation where the applicant or lioensee has a parenl company holding majority conlrol ofthc
voting stock ofthe company. Any surcty method or insurance uscd to provide iinancial
assurance for decomrnissioning must contain the following conditions:

(i) The surety method or insurance must be open-ended or, ifwritten for a specified
term, such as 5 years, must be lenewed automatically unless 90 days or nrore prior to the renewal
date, the issuer notities the Agency, the beneficiary, and the licensec of its intention not to renew.
The surety method or insurance must also provide that the fult face amount be paid to the

beneficiary automatically prior to the cxpiration rvithout proof of forleiture if the Iicensee fails to
provide a replacement acceptable to the Agency within 30 days after receipt ofnotification of
canccllation.

(iD 1'he surety method or insurance must be payable to a trxst established tbr
decommissioning costs. The trustee and the trus1 must be acceptable to the Agency. An
acceptable trustee includes an appropriate state or federal govemment agency or an entity which
has the authoriry to act as trustee and whose trust operations are regulated and examined by a

f'ederal or state agency.

(iii) The surety method or insurance must remain in eff'ect until the Agency has

terminated the license.

3. An extemal sinking fund in which deposils are nrade at least annually, coupled

with a surety method or insurance, the value of which may decrease by the amount bcing
accumulated in the sinking fund. An extemal sinking fund is a fund established and maintained
by sening aside funds periodically in an account segregated from licensee assets and outside the

licensee's administrative control in which the total amount offunds would be sullicient to pay

decommissioning costs at the time termination oI opcration is expected. An external sinking
fund may be in the form ofa trust, escrow account, govemment li:nd, certificate ofdeposit, or
dcposit of government securities. The surety or insurance provision must be as stated in
a20-3-26-.02(26)(d2.

In the case of I'ederal, state, or local govemment licensees, a statement ofintent
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containing a cost estimate for decommissioning or an amount based on the Table in
420-3-26-.02(26)(e), and indicating that funds for decommissioning will be obtained when
necessary.

5. When a governmental cntity is assuming custody and owncrship ofa site, an
arrangemcnt that is deemed acceptable by such govemmental entily.

(h) Each person licensed under this Rule, 420-3-26-.02, shall keep records of
infbrmation important to the safe and effeclive decommissioning ofthe facility in an identified
location until the site is released tbr unrestricted use by the Agcncy. Bcfore liccnscd aclivities
arc l.ransterred or assigned in accordance with 420-3-26-.02( 12)(b), licensccs shall transfer all
records described in this rulc to the new licensee. In this case, the new licensee will be
responsible for maintaining these records until the license is terminated. Ifrecords important to
the decommissioning of a facility are kept lor other purposes, rel'erence to these records and their
location may be used- Information the Agency considers important to dccommissioning consists
of:

L Records ofspills or other unusual occurrences involving the spread of
contamination in and around thc facility, equipment, or site. These records may be limited to
instances when contamination remains after any cleanup procedures or when there is reasonable
Iikelihood that contaminants may have spread to inaccessible areas as in the case ofpossible
seepagc into porous materials such as concrete. Thsse records must include any known
infbrmation on identification of involved radionuclides, quantities, fonns, and concentrations.

2. As built drawings and nrodifications of structures and equipment irl restricted
areas where radioactive materials are being used and/or stored, and of locations of possible

rnaccessible contamination such as buried pipes rvhich may be subject to contamination. lf
required drawings are ret'erenccd, eaoh relevanl documenl need not be indexed individually. If
drawings are not available, the licensee shall substitute appropriate records of available
information conceming these areas and locations.

3. Except for areas containing only sealed sources (provided the sources have not
Ieaked or no contamination remains aftcr any leak) or radioactive nraterials having only half-
livcs of less than 65 days, a list contained in a single document and updated every 2 years, ofthe
following:

(i) All areas designatcd and formerly designated restricted areas as defined in
a20 -3 -26 -.0 | (2)(a)93.

(iii) All areas outsidc of restricted areas where current and previous wastes have been

buried as documented under 420-3-26-.03(48).
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(iu) All areas outside ofrestricted areas which contain material such that, ifthe license
expired, the licensee lvould be required to either decontaminzile the area to meet the criteria for
decomnrissioning in 420-3-26 -.03(60) or apply for approval lbr disposal under
120-3-26".03(34).

4. Records of lhe cost estimate performed for the decommissioning funding plan or
oflhe amount certified for decommissioning, and records ofthe funcling method used for
assuring funds if cither a ftrnding plan or cerlification is used.

(.27) Emergcncy Plan for Large Quantitics.

(a) Each application to possess radioactive material in an unsealed or a sealed form,
on foils or plated sources, or sealed in glass in exccss of the quantities in "Schedule E-Quantities
of Radioactive Materials Requiring Consideration of the ){eed for an Emergency Plan," must
contain either:

l, An evaluation showing that the maximum dose to a person offsite due to a
rcleasc ofradioaclive materials would not exceed I rem effective dose cquivalcnt or 5 r'ems to
tl.re thyroid; or

2. An emergency plan responding to a release ofradioactive material.

(b) One or morc ofthe following factors may bc used to support an evaluation
submined under 420-3-26-.02(27)(a)l :

l. The radioactive material is physically separated so that only a portion could be
involved in an accident;

2. AII or parl olthe radioactive material is not subject to release during an accident
bccause ofthc way it is storcd or packaged;

3. 'Ihe release fraction in the respirable size range would be low'er than lhe release

fraction shown in Schedule ll due to the chemical or physical form ofthe material;

4. The solubility ofthe material would reduce the dose received;

5, Facility design or engineered safety features in the facility would cause the release

fraction to be Iorver than showrr in Schedule E;

6. Operating restrictions or procedures would prevent a release fraction as large as

shounr in Schedule E; or

7, Other factors appropriate tor the specilic lacility

An emergency plan for responding to a release ofradioactive material submitted
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under 420-3-26-.42(27Xa)2 must include the Iollowing information:

l. Facility description. A brief description ofthe licensee's facility and area near the
site.

2. Types ofaccidents. An identification ofeaoh type ofradioactive materials
accident for which protective actions may be needed.

3. Classification ofaccidents. A classification system for classifying accidents as

alerts or site area emergencies.

4. Detectionoiaccidents
accident in a timely mamer.

Identification of the means ol detecting each tvpe of'

5. Mitigation ofconsequences. A brief description ofthe means and equipment for
mitigating the consequences ofeach type ofaccident, including those provided to protect
workers on site, and a description of the program for maintaining the equipment.

6. Assessment ofreleases. A brief description ofthe methods and equipment to
asscss releases of radioactive materials.

7. Responsibilities. A brief description ofthe lesponsibilities oflicensee personnel
should an accident occur, including identification ofpersonncl responsiblc for promptly
notilying off site response organizations and the Agency; also responsibilities for developing,
maintaining, and updating the plan.

8. Notificalion and coordination. A commitment to and abrief description of the
means to promptly notify off site organizations and request of'f site assistance for the treatment of
contaminalcd injured on sile workers when apptopriate. A control point must be established.

The notification and coordination must be planned so that availability of some persomel, parts of
the faciliry, and some equipment will not prevent the notification and coordination, 'lhe licensee

shall also commit to notily the Agency irrmcdiately aller notiiication ofthc appropriate otl'site
response organizations and no1 later than t hour after the licensee declares an emergency.

9. Information to be communicated. A brief description of the tlpes of information
on f'acility status, radioactive releases, and recommended protective actions, if necessary, to be

given to off site response organizations and to the Agency.

10. Training, A brief description ofthe fiequency, performance objectives and plans

fbr the training that the Iicensee will provide workers on how to respond to an emergency

including any special instruction and orientation tours the licensee would offer to fire, police,
medical, and other emergency personnel. The training shall familiarize personnel rvith site

specific eniergency procedures. Also, the training shall thoroughly prepare site personnel for
their responsibilities in the event of accident scenarios postulated as most probable lbr thc

specific site, including the use of team training for such scenarios.
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I I . Restoration of safe conditions. A brief description of the means of rcstoring the
facility to saf'e condition after an accident.

12. Exercises. Provisions for conducting quarterly communications chccks with off
sitc response organizations and biennial on site exercises to test response to simulated
emergencies. Quarterly communications checks with off sitc response organizations must
include the checkand update ofall necessary phone numbers. The licensee shall invite off site
response organizations to participate in thc biennial exercises. Parlicipation of offsitt'response
organizations in biennial exercises although recommcnded is not rcquired. L.lxercises must use

accident soenarios postulated as most probable for the specific site and the scenarios shall not be
known to most exercise participants. 'l he licensee shall critique each exercise using individuals
not having direct implernentation responsibility for the plan. Critiques ofexercises must
evaluate thc appropriatcncss of the plan, emergency procedures, facilities, equipment, iraining ol
personnel, and overall effectiveness ofthe response. Deficiencies found by the critiqucs must be

corlected.

13. Hazardous chemicals. A certification that the applicant has met its
responsibilities under the Emergency Planning and Cornmunity Right-to-Know Act of 1986,

Title III, Pub. L.99-499, ilapplicable to thc applicant's activities at the proposed place ofuse ol
the radioactive material.

(d) The licensee shall allow the offsite response organizations cxpected to respond in
casc of an accident 60 days to cornrnent on the licensee's emergency plan beibre submitting it to
the Agency. The licensee shall provide any comments receivcd within thc 60 days to thc Agency
with fie emergency plan.

(28) Emergency Plan lleporting lLequiremcnts

(a) Immediate report. Each licensee shall notiry the Agency as soon as possible but
no later than 4 hours alter the discovery of an event that prevents immediate protective actions

necessary to avoid exposures to radiation or radioactive matcrials that could exceed regulatory
Iimits or releases of licensed rnaterial lhat could exceed regulatory Iinrits (events may include
fires, explosions, toxic gas releases, etc.)

(b) Twenty-four hour reporl. Each licensee shall notily the Agency within 24 hours

after the discovery ofany ofthe following events involving licensed material:

1. An unplanned event that:

(i) Requires access to the contaminated area, by workers or the pubfic, to be

restricted for more than 24 hours by imposing additional radiological controls or by prohibiting
entry into the area.

(ii) Involves a quantity of material greater than fivc times the lowest annual limit on
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intake specificd in Appendix B of Rule 420-3-26-.03.

(iii) Has access to the area restricted for a reason other than to allow isotopes with a

half-life of less than 2.1 hours to decay prior to decontarnination.

2. An evenl in which equipment is disabled or fbils to fi.rnction as designed when

(D The equiprnent is required by rule or license condition to prevent releases
exceeding regulatory Iimits, to prevent exposures to radiation and radioactive materials
exceeding regulatory limits, or to mitigate the consequences of an accident.

(ii) 1-he equipment is required to be available and operable when it is disabled or fails
to tunction.

(iii) No redundant equipment is available and operable to perform thc rcquired safety
function.

3. An event that requires unplanned medical treatment at a medical facility ofan
individual with spreadable radioactive contamination on the individual's clothing or body.

4. An unplanned fire or explosion damaging any licensed material or any device,
container, or equipment containing licensed material when:

(i) The quantity of material involved is greater than 5 times the lolvest amual limit
on intake on the material specilied in Appendix B of Rule 420-3 -26-.03.

(ii) The damage atfects the licensed material or its container.

(c) Preparation and submission of reports. Reports made by the licensee in response

to the requirements of this section must be made as follows:

1. Licensees shall make reports required by 420-3-26-.02(28)(a) and (b) by
telephone to the Agency to the extent that the information is available at the time ofnotification.
The information provided in these reports must include:

(i) The caller's name and call back telephone number.

(ii) A descriplion ofthe even1, including date and time.

(iii) 'lhe exact location ofthe event.

(iv) The isotopes, quantities, and chemical and physical lbrm ofthe Iicensed material
involved.

Any personnel exposure data available.
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2. Written report. Each licensee who makes a report required bv
420-3-26-.02(28)(a) and (b) shall subnit a rvritten follorv-up report within 30 days ofthe initial
reporl. Writlen repons prepared pursuant 10 other rules may be submitted to fulfill this
requirement if the reports contain all the necessary information and appropriate distribution is
made. These rcports must be sent to the Director, OfIce of Radiation Control, Alabama
Department of Public Health, P.O. Box 303017, Montgomery, Alabama 36130. The reports
must includc the following:

(D A description ofthe event, including the probable cause and the nranufacturer and
model number (if applicablc) of any equipmcnt that failed or malfunctioned.

(ii) The exact location of the event.

(iii) The isotopes, quantities, and chemical and physical form ofthe nraterial involved

(iv) Date and time olthe even1.

(v) Corrective actions taken or planned and the results ofany evaluations or
assessments.

(vi) The cxtent ofexposure ofindividuals to radiation or to radioactive materials
rvithout identification of individuals by naune.

(29) Reporting Requircmcnts

(a) Immediate Report. Ilach licensee shall notify the Agency as soon as possible but
no later than 4 hours after the discovery of an event that prevents immediate protective actions
necessary to avoid exposure to radiation or radioactive materials that could exceed regulatory
limits or releases of licensed material that could exceed regulatory limits (events may include
fires, explosions, toxic gas releases, etc,).

(b) T wcnty four hour report. Each licensee shall notib/ the Agency within 24 hours
after the discovery ofany ofthe fol)owing events involving licensed material:

l, An unplanned contamination event that:

(i) Requires access to the contaminated area, by workers or the public. to be

restricted lbr more than 24 hor.rrs by imposing additional radiological controls or b1.'prohibiting
entry into the area.

(ii) Involves a quantity ofmaterial greater than iive times the lowest annual limit on
intake specilied in Appendix B of Rule 420-3-26-.03 for tire material.

(iiD Has access to the area restricted for a reason other than to allow isotopes with a
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2. An event in which equipment is disabled or fails to function as designed when:

(i) The equiprnent is required by rule or license condition to prevenl releases
exceeding regulatory lirnits, to prevcnt exposures to radiation and radioactive materials
exceeding regulatory lirnits, or to mitigate the consequences of an accident.

(i0 The equipment is required to be available and operable when it is disabled or fails
1o t'unotion.

(iii) No redundant equipment is available and operable to perform the required safety
function.

3. An event that requires unplanned medical treatnrent at a nredical facility ofan
individual with spreadable contamination on the indrviduals clothing or body.

4. An unplanned fire or explosion damaging any licensed material or anv devicc,
container, or equipment involving radioactive material when:

(i) The quantity of material involved is greater than five times the lowest annual limit
on intake specified in Appendix B ofRule 420-3-26-.03 for the material.

(iD The damage affects the integrity ofthe licensed material or its container.

(c) Preparation and submission ofreports. Reports made by licensees in response to
the requirements of this scction must be made as follows:

l. Licensees shall ma.ke reports required by paragraphs (a) and (b) ofthis section by
telephone to the Agency. To the extent that the information is available at the time of'

notification, the information provided in these reports must include:

(D The caller's name and call back number.

(ii) A description ofthe event, including date and tirne

(iiD The exact location ofthe event.

(i")
involved.

The isotopes, quantities, and chemical and physical form ofthe Iicensed material

(v) Any personal radiation exposure data available.

2. Written report. Each licensee who makes a report required by paragraphs (a) and
(b) of this section shall submit a written follow-up report within 30 days ofthe initial report.
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Written reports prepared pursuant to othcr rules may be submitted to fulfill thrs requirement if
the reports contain all of the necessary information and the appropriate distribution is rnade.
'I'hese reporls must bc sent to the Agency at the address specified in Rule 420-3-26-.01( l2). -l'hc

repofis musl include the follorving:

(r) A description ofthe event, including the probable cause and the manuthcturer and
model number (if applicable) of any equipment that failed or malfunctioned.

(ii) The exact location ofthe event

(iiD The isotopes, quantities, and chemical and physical form ofthe licensed material
involved;

(iv) Date and time of the event.

(v)
assessments

Corrective actions takcn or planncd and the results of any evaluations or

(vi) The extent ofexposures ofindividuals to radiation or to radioactiv€ materials
without identification of individuals by name.

(30) Records

(a) Each person who receives radioactive material pursuant to a license issued
pursuant to these rules shall keep records showing the receipt, lransfet, and disposal ol the
radioactive material as followsl

1 . 'lhe licensee shall retain each record of rcceipt of radioactive material as long as

the material is possessed and for 3 years following transfer or disposal ofthe material,

2. The licensee who transferred the material shall retain each record of transfer of
radioactive material until the Agency terminates each license that authorizes the activity lhat is
suhject to the recordkeeping requiremcnt.

3. The licensee who disposed olthc material shall relain cach record ofdisposal of
radioactive material until the Agency temrinates each license that authorizes disposal ofthe
material,

(b) The licensee shall retain each record that is required by this rule for the period
specified by the appropriate rule or license condition. If a retention period is not otherwise
spccified by rule or license condition, the record must be retained until the Agency terminates
each license that authorizes the activity that is subject to the recordkeeping requirement.

(c) Records which must be maintained pursuant to this lule may be the original or a
reproduced copy. The record may also be stored in electronic media with the capability lor
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producing legible, accuratc, and complete records during the required retenlion period. Records
such as letters, drarvings, and specifications, must includc all pcrtinent infbrmation such as

stamps, initials, and signatures. The licensee shall maintain adequate safeguards against
tampering with and loss ofrecords.

(d) Prior to license termination, each licensee authorized to possess radioactive
material with a half-life greater than 120 days, in an unseaied lbrm, shall forward the fbllowing
records to the Agency:

l. Rccords ofdisposal ollicenscd material madc under 420-ll-26-.03 (34) (including
burials authorizcd bel'ore January 28, l98l ), 420-3-26-.03(3 5), 420-3-26-.03(i 6),

420-3-26-.03(37).

(e) If licenscd activities are transferred or assigned in accordance with
420-3-26-.02(12)(b), each licensee authorized to possess radioactive material, with a halflife
greatcr than 120 days, in an unsealed form, shall transler the following records to the new
licensee and the new licensee will be responsible for maintaining these records until the license
is tcrminaled:

l. Records ofdisposal oflicensed material made under 420-3-26-.03(34) (including
burials authorized before January 28, l98l ), 420-3-26-.03(35), 420-3-26-.03 (36),

420-3-26-.03(37).

2. Records required by 420-3 -26-.03 (42Xb)1

(f) Prior to license tennination, cach liccnsce shall forward the records required by
420-3-26-.02(l I)(b) to the Agency.

SCIIEDLII.F] A
(OMITTED)

Author: Karl David Waltcr'; I)irr ici ;\. l urbervrlle
Authority: S $ 22- l4-4, 22-14-6,22-14-7 ,22-14-8,2?.-14-9,22-14-11 ,22-14-l?,
22-14-13. and 22-14-14, also 22-2-1 , 22-2-2, 22-2-5, and 22-2-6, (L'otlc of ilahanru, 1975). Act
82-328 Section 5.b.1.

History: New June l5 1966t Revised Junc 17, 1968, March 18, 1970, March 17,1970,
September 19,1973; Repromulgated August 21, 1974; Revised May 2l,1975, September 15,

1976, January 18, i978; Recodified June 11, 1978; Reviscd November 21, 1979; Rcvised
Octobcr2l, 1981. Revised and effective December 31. 1983: Revised and effective January 31,
I 990t Revised and efl'ective October l, 1 991 ; Reviscd and effective April 22, 1994; Revised

and cllective March 18, 1998;Revised effective May 25, 2000; Amended and filed May 19,

2006, Effective June 23, 2006; Amended and filed July 27,2010, Effcctive Scptcmber l, 2010;
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SCHEDUI,E B EXEMPT QUANTITIES

Radioactive Material Microcuries

Antimony-122 (Sb 122)
Antimony- 124 (Sb 124)
Antimony-125 (Sb 125)
Arsenic-73 (As 73)
Arscnic-74 (As 74)
A rscnic-76 (As 76)
Arsenic-77 (As 77)
Ilarium-l3l (Ba l3l)
Barium-133 (Ba 133)

Barium-140 (Ba 140)
Bismuth-210 (Bi 210)
Bromine-82 (Br 82)
Cadmium-1O9 (Cd 109)
Cadmium-l l5m (Cd I 15m)
Cadmium-l15 (Cd I l5)
Calcium-45 (Ca 45)
Calcium-47 (Ca 47)
Carbon- l4 (C 14)

Ccrium- [ 4l (Ce lal)
Cerium- I 43 (Ce I 43)
Cerium- 144 (Ce 1a4)

Cesiurn-129 (Cs 129)
Cesium-131 (Cs 131)
Cesium-l34m (Cs 134m)

Cesium- 134 (Cs I 34)
Cesium-135 (Cs I 35)
Cesium-136 (Cs I 36)
Cesium-137 (Cs 137)

Chlorine-36 (Cl 36)
Chlorine-38 (Cl 3 8)

Chromium-51 (Cr 51)
Cobalt-57 (Co 57)
Cobalt-58m (Co 58m)
Cobalt-60 (Co 60)
Copper-64 (Cu 64)
Dysprosium-165 (Dy 165)
Dysprosium-l 66 (Dy 166)
Erbium- l 69 (Er I 69)

100

l0
l0

I00
10

t0
100

10

10
l0

1

t0
10
10

100
l0
l0

100
100

100

I

100
1,000

100

I

l0
l0
l0
10

l0
1,000

100

l0
I

100
l0

100
100
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Radioactivc Material Nlicrocurics

Erbium-l7l(Er l7l)
Europium- 152 (Eu 152)9.21r
Europium- 152 (Eu 152)13 yr
tsuropium- 154 (Eu 154)
Europium-l55 @u 155)
Fluorine- 18 (F l8)
Gadolinium- l 53 (Gd 153)
Gadolinium-159 (Gd 159)
Gallium-67 (Ga 67)
Galli:m-7Z (Ga72)
Gennanium-68 (Ge 68)
Germanium-71 (Gc 7l )
Gold- I 95 (Au 195)

Gold- 198 (Au 198)

Gold- 199 (Au 199)

Hafrrium- I 8l (Hf 18 I )
Holmium-166 (Ho 166)
Hydrogen-3 (H 3)
Indium-l I 1 (ln 111)

Indium-l l3m (ln 1l3m)
Indium-l l4m (ln 1 l4m)
Indium-l l5m (In I l5m)
Indium-l l5 (ln 115)
lodine-123 (l 123)

lodine- 125 (l 125)
lodine- 126 (I 126)
Iodine- 129 (I 129)
Iodine-l3l (i 131)

Iodine- 132 (l 132)
Iodine- 133 (I 133)
lodine-134 (I 134)
Iodine- 135 (I 135)
hidium-192 (Ir 192)

kidium-194 (Ir 194)
Iron-52 (Fe 52)
Iron-55 (Fe 55)
tron-59 (Fe 59)
Krypton-85 (Kr 85)
Krypton-87 (Kr 87)
Lanthanum- 140 (La 140)

100
100

I
I

l0
1,000

10
100
100
t0
l0

100

l0
100
100
l0

100
r,000

100
100

l0
100
l0

100

I
I

0.1

I
10

I
10

l0
l0

100

10
100
l0

100

10

l0
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Itadioactive Material Microcuries

Lutetium-177 (Lu 177)
Manganese-52 (Mn 52)
Manganese-54 (Mn 54)
Manganese-56 (Mn 56)
Mercury-I97m (He 197m)
Mercury-197 (Hg i97)
Mercury-2O3 (lIg 203)
Molybde num-99 (N{o 99)
Neodymium- 147 ('NId I 17)
Neodymium-149 (Nd 149)
Nickel-59 (Ni 59)
Nickel-63 (Ni 63)
Nickel-65 (Ni 65)
Niobium-93m (Nb 93m)
Niobium-95 (I.Ib 95)
Niobium-97 (Nb 97)
Osmium-l85 (Os 185)
Osmium-l91M (Os 19lm)
Osnrium-191 (Os 191)
Osrnium-193 (Os 193)

Palladium- 103 0'd 103)

Palladium- 109 (Pd 109)
Phosphorus-32 (P 32)
Platinum-l91 (Pt 191)
Platinum-l93m (Pt 193m)
Platinum-I93 (Pt 193)
Platinum-197m (Pt 197m)
Plarinum-197 (PI 197)
Polonium-210 (Po 210)
Potassium-42 (K 42)
Potassium-43 (K 43)
Praseod),rnium- 1 42 {Pr | 42)
Praseodymium- 143 (Pr 143)
Promethium-147 (Pm 147)
Promethjum-149 (Pm 149)
Rhcnium-l86 (Re 186)
Rhenium-188 (Re 188)
Rhodium-103m (Rh I03m)
Rhodium-105 (Rh 105)
Rubidium-81 (Rb 8l)

100
l0
10

l0
100
r00
l0

100

100

100

100
10

100

10
l0
l0
l0

100

100
100

100

100
10

100
100

100

100
100

0.1

l0
10

100

100

t0
l0

100

100

100

100

10
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Radioactive Material !licrocuries

Rubidium-86 (Rb 86)
Rubidium-87 (Rb 87)
Ruthenium-97 (Ru 97)
Ruthenium-l03 (Ru 103)
Ruthenium-105 (Ru 105)
Ruthenium-106 (Ru 106)
Samarium- l5 1 (Sm l5 I )
Samarium- 153 (Sm 153)
Scandium-46 (Sc 46)
Scandium-47 (Sc 47)
Scandium-48 (Sc 48)
Selenium-75 (Se 75)
Silicon-31 (Si 3l)
Silver-105 (Ag 105)
Silver'-110m (Ag 110m)
Silver-lll (Ag I l1)
Sodium-22 Qlla 22)
Sodium-24 Q.Ja 24)
Strontium-85 (Sr 85)
Strontium-89 (Sr 89)
Strontium- 9 0(Sr 90)
Strontium-91 (Sr 91)
Strontium-92 (Sr 92)
Sulphur-35 (S 35)
I'antalum- 182 (Ta 182)
Techretium-96 ( fc 96)
Technetium-97m (Tc 97m)
Tcchnetium-99m (Tc 99m)
Techetium-99 (Tc 99)
Tellurium- l25m (Te l25m)
Tellurium- l27m ('l'e 127m)
Tellwinm-127 (Te 127)
Tellurium-129m (Te 129m)
Tellurium- I 29 (Te 129)

l ellurium-131m (Te 13lm)
Tellurium- 132 (Te 132)
'l crbium- l 60 (1b 160)
Thallium-200 (Tl 200)
Thattium-201 (Tl 201)
Thallium-202 (TI 202)

10

l0
100
l0
t0

I
10

r00
l0

100
10

l0
100

10
1

100

10
10
10

1

0.t
10

10

100
l0
10

i00
100

10

10

10

100

10
100

10

t0
10

100
100
100
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Radioactive Material Microcuries

Thallium-204 (Tl 204)
Thulium-l70 (Tm 170)
Thutium-l71 (Tm 171)
Tin-113 (Sn I l3)
Tin- 125 (Sn 125)

Tungsten-181 (W l8l )
Tungsten- 185 (W 185)
Tungstcn- 187 (\\' 187)
Vanadium-48 (V 48)
Xenon- 13 1m Q(e I31m)
Xenon- 1i3 (Xe l3 3)
Xenon- 13 5 (Xe 135)

Ytterbium-I75 (Yb 175)
Yttrium-87 (Y 87)
Yttrium-88 (Y 88)
Yttrium-90 (Y 90)
Yttrium-91 (Y 9l)
Ytrium-92 (Y 92)
Yttrium-93 (Y 93)
Zinc-65 lZn-65)
Ztnc-69m (Zn 69m)
Zinc-69 (Zn 69)
Zirconium-93 (Zr 93)
Zirconitm-9 5 (Zr 95)
Zircorutm-9l (Zr 97)

l0
l0
l0
l0
l0
l0
l0

r00
tt)

1.000
100
100

100
l0
l0
l0
l0

100
100
l0

100
1,000

t0
l0
l0

0.1Any radioactive material
not Iisted above other than
alpha-emitting radioactive
material
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lllcmcnt(atornicnuurber) Isotope

SCHEDULE C
EXEMPT CONCENTRATIONS

Column I
Gas concentration

eCi/ml l/

Column II
Liquid and solid
conoentration

@Ci/ml 2/

Antimony (5 i )

Argon (18)

Arsenic (33 )

Barium (56)

IJeryllium (4)
Bismuth (83 )
Bromine (35)
Cadmium (48)

Calcium (20)

Carbon (6)
Cerium (58)

Cesium (55 )

Chlorine ( I 7)
Chromium (24)
Cobalt (27)

Copper (29)
Dysprosium (66)

sb-122
sb-r 24

sb.12 5

Ar-3')
tu-41
As-7i
As-74
As-76
As-7'7

Ba-l3l
Ba-140
Be-7
Bi-?06
Br-82
cd- r09
Cd-l l5m
cd-ll5
Ca-45
Ca47
c-)4
Ce-l4l
Ce-143
Ce-144
Cs-l3l
Cs- li4m
Cs- I i4
cl-38
Cr-5 I

Co-57
Co-58
Co-60
Cu-64
Dy-)65
Dy-lr66

lxl0l
4xl0'7

4x l0'7

ix l0-6

9xl0l

3x10'a
2xl0'a
1x I 0'r

5xl0'l
5xl0'a
2xl0'a
8xl0'a
2xl0-3
3xl0'a
2xl0-r
4xl0-a
3x I 0''
2x10-r
3xl0!
3xl0'a
9xl0'5
5x10'a
8xl0'l
9xl0 a

4xl0'1
lxl0{
2x 10 rl

6xl0:
9x10'5
4x10 1

2xl0 r

5x10-r
lxl0-l
5xl0-a
3x l0-r
4xl0-r
4xl0'i

!t
2t

Values are given in Column I only for those materials normally used as gases
6Ci,/g for solids.
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Illement (atomic number) Isotope

Column I
Gas concentration

,a-Ctlml Ll

Column II
Liquid and solid
concentration

eCrlml ll
Erbiurn (68)

Europium (63)

Fluorine (9)
Oadolinium (64)

Gallium (31)
Germanium (32)
Gold (79)

I Iafnium (72)
I lydrogen ())
Indium (49)

Iodine (53)

Iridium (77)

Iron (26)

Krypton (36)

t,anthanum (57)
I-ead (82)
Lutetium (71)
ivlanganese (25)

Mercury (80)

Er-69
Er- l7l
Eu- I 52 (.2h)
Eu- I 55

F-r8
cd- I 5l
cd- I59
Ga-72
Ge-71
Au-196
Au-198
Au-199
Hf- I 8l
H-3
In- I l3m
In- l l4m
t-t26
I-13I
t-132
I- 133

I-134
Ir-190
lr-192
k-194
Fe-55
Fe-59
Kr-85m
K-r-85
La- 140

Pb-203
Lu-l'17
Mn-52
Mn-54
Mn-56
Hg-197m
Hg-197
Hg-203

2x I 0'"

5 x 10'6

3x10'e
3xl0e
8x1 0-8

I xl0r
2xl0'1

lxl06
3x10'6

9x10'a
I xl0-r
6xl0'a
2x I 0-r

8xl0'r
2x l0-r
8xI0r
4xl0{
2xl0-2
2x10'3
5x l0'a
2xl0-r
7xl0{
lxlt, -

1x10 2

2x10n
2x10 '
2xl0'r
6x l0-i
7x l0-1

I x l0-r
2x l0'r
4xl0{
3x l0'a
8xl0'r
6xl0'a

2xl0'a
4xl0'l
I x I0':
lxl0j
lxl03
I x10'j
2x10-r
3x10-r
2x10{

).t
)/

Values are given in Column I only for those materials normally used as gases
3Cilg for solids.
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Element (atomic number) Isotope

Clolurnn I

Gas conccntration
?'Clml l/

Column lt
Liquid and solid
concentration

,o'Crlml Zl

Molybdenurn (42)
Ncodymium (60)

Nickel (28)
Niobium (Columbium) (41)

0smium (76)

Palladium (46)

Phosphorus ( 15)

Platinum (78)

Potassium ( l9)
Praseodymium (59)

Promethium (61 )

Rlenium (75)

Rhodium (45)

Rubidium (37)
Ruthenium (44)

Samarium (62)
Scandium (2 I )

Soleniurn (34)

Mo-99
Nd-r47
Nd-149
Ni-65
Nb-95
Nb-97
Os- 185

Os-191m
Oyl9l
Os- 193

Pd-103
Pd-109
P-32
Pt-191
Pt-193m
Pt-197m
Pr- 197

K-42
Pr-142
Pr-143
Prn- 147

Prn-149
Re-183
Rc-186
Rc-188
Ri-103m
Rh- 105

Rb-86
Ru-97
Ru-103
Ru-105
Ru-106
Sm- 153

Sc-46
5C-4 /
Sc-48
Se'75

2xl0'l
6xl0-a
3xt 0'3

I xl0'3
I xl0-r
9xl0'r
7xl0-a
3x l0-r
2xl0'3
6xl0'd
3x l0'r
9xl0-!
2xl0a
lxl0-3
I xl0'2
I x10-2

t xl0'l
3x 10"3

3x l0'a
5x I 0'r
2xl0-r
4xl0'a
6xl0 r

9xl0'i
6xl0'a
I x l0-r
lxl0r
7xl0-a
4xl0-3
8xl 0a
I x l0'r
I xl0-a
8xl0 {

4xl0-a
9x10{
lx l0-a

3x l0r

U
t/

Values are given in Column I only for those nraterials normally used as gases
@Ci/g for solids.
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[:lement (atomic number) lsotope

Column I
Cas concentration

eCi/ml l/

Column II
Liquid and solid
concentration

@Ci/n1 2/

Silicon ( l4)
Silver (47)

si-31
Ag- 105

Ag-110m
Ag-l I I
Na-24
Sr-85
Sr-89
Sr-91
Sr-92
s-35
Ta-182
Tc-96m
'l c-96
'le-125m

Te-127m
Te-121
Te- l29m
Te- l3lm
Te-132
Tb-160
Tl-200
'n-201
'fl-202

Tt-204
Tm- I ?0
Tm- l 7l
Sn-l ll
Sn-125
w- 181

w-187
v-48
Xe-l3lm
Xe- 133

Xe- 135

Yb-175

9xl0'r
I xl0-r
3xl0-a
4x I 0-a

2xl0 3

I x l0-r
lxl0-r
7x l0r
7x l0'!
6x l0'{
4xl0'a
1xl0 I

lxl0'r
2xl0-j
6xi0{
3x I 0'r
3 x I 0-a

6xl0'{
3xl0-a
4x101
4xl0 3

3xl0l
I xl0'j
lxl03
5xl0r
5x l0'r
9x l0-a

2 x l0-a

4xl0-l
7xl0 a

3x l0 a

I x i0-r

Sodium(ll)
Strontium (i 8 )

Su)tur (16)
'l'antalum (73)
l echnetium (43)

1'ellurium (52)

'l erbiurn (65)
'fhallium (81)

Thulium (69)

Tin (s0)

Tungsten (Wolfram) (74)

Vanadium (23)
Xenon (54)

Ytterbium (70)

9x l0'8

4xl0'6
3x I0a
I x10"6

!/
?t

Values are given in Column I only for those materials normally used as gases.
eCi,/g lor solids.
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Element (atomic number) lsotope

Column t
Cas concentration

qCUml ll

Column II
Liquid and solid
concenftation

cCilml 2/

Yttrium (39)

Zinc (30)

Zirconium (40)

Y-90
Y-91m
Y-91
Y -92
Y-93
Zn-65
Zn-69m
Zn-69
Zr-95
Zr-9'7

2xl0 i
lx10'l
3xI0 a

6xl0 a

3x l0'a
ix10'r
7x10 4

2x10'2
6x10{
2xl0!

Bcla- ard/ol gaurnra

emitting radioactive
mat€rial not listed above
with half-life of less than
3 ycars. lxl0-ro lxl0-6

NO'fE l: Many radioisotopes disintegrate into isotopes which are also radioactive. In expressing tlre
concentratiors in Schedule C, the activity stated is that ofthe parent isotope and takes into account the
daughters.

NOTE 2: For purposes of 42 0-3 -26-.02(4) where there is involved a combination ofisotopes, the limit for
the combination should be derived as follows: Determine for each isotope in the product the ratio befuveen

the concentrations present in the product and thc exempt concentration established in Schedule C for the
specific isotope when not in combination. The sum ofsuch ratios may not exceed "l" (i.e., uni[).

EKAIvIPLI:l

C()lrcr'ntrition ()l'lrorope A i! Product - Concentration1 [_159t_o.!! I]_iLltlduct = 1

Exempt concenn'ation oflsotope A Exempt concentratios of Isotope B

Values are given only for those materials normallv used as gases
3Cilgm for solids.

\,
2l

SCH I.]DULE I)
(l)clctcd 1998)
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SCHI,,I)T]LE E

QUANTITIES OF RADIOACTI\,'E MATE,RIAL REQUIRING
CONSIDERATION OF TTIE NEED FOR AN EMERGENCY PLAN

Radioactive Nlaterial

Aotinium-228
Americium-241
Americium-242
Arnclicium-2.13
Antimony-124
Antimony-126
Barium- 133

Barium-140
Bismuth-207
Bismuth-210
Cadmium-109
Cadmium- I 13

Calcium-45
Califomium-252
Carbon- 14

0.001

.01

.001

,001

.01

.01

.01

.01

.01

.01

.01

.01

.01

.001

.01

Non CO
.01

.01

.01

.01

.5

.01

.001

.01

.001

.001

.001

.001

.01

.0t

.01

.01

.01

.01

.0t

.01

OuAntily ((, u lics)

4,000
2
2

2

4,000
6,000

10,000
30,000

5,000
600

1,000

80
20,000
9 (20 mg)
s0,000

Ceriurn-141
Ccrium-144
Cesium-134
Cesium-137
Chlorine-36
Chromium-51
Cobalt-60
Copper-64
Curium-242
Curiunr-243
Curium-244
Curium-245
Europium-152
Europium-154
Europium-155
Germanium-68
Gadolinium-153
Gold-198
Hafnium- 172
Holmium- 166m

10,000
300

2,000
3,000

100

300,000
5,000

20,000
60

3

4

2

500
400

3,000
2,000
5,000

30,000
400

7,000
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Iladioactive Matcrial

Hydrogen-3
Iodine- 125

iodine-l3l
Indium- l l4m
Iridiurn- 1 92
lron-55
Krypton-85
Lead-210
Manganese-56
Mercury-203
Molybdenum-99
Neptunium-237
Nickel-63
Niobium-94
Phosphorus-32
Phosphorus-33
Polonium-32
Potassium-42
Promethium-145
Prometliium-147
Itadium-226
Ruthenium-106
Samarium- 15 I

Scandium-46
Selenium-75
Silvcr- I 10m
Sodium-22
Sodium-24
Strontium-89
Strontium-90
Sultur-35
Technetium-99
Techretium-99m
Telluriurn-127m
Tellurium-129m
Terbium-160
Thulium-170
Tin-1 l3
Tin- 123

Tin- l 26
Titanium-44
Vanadium-48

llcleasc l'raction uirn ai ('ulies

.5

.5

.5

.01

.001

.01

I .01

.01

.01

.01

.01

.001

.01

.01

.5

.5

.01

.01

.01

.01

.001

.01

.01

.01

.01

.01

.01

.01

.01

.01

.5

.01

.01

.01

.01

.01

.01

.01

.01

.01

.01

.01

100

20,000
10

1,000
40,000
40,000

6,000,000
8

60,000
10,000
30,000

2
20,000

300
100

1,000
l0

9,000
4,000
1.,000

100
200

4,000
3,000

10,000
I,000
9,000

10,000
3,000

90
900

10,000
400,000

5,000
s,000
4,000
4,000

10,000
3,000
1,000

100

7,000
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Radioactive Material

Xenon- 133

Yttrium-91
Zinc-65
Zirconium-63
Zirconium-95

Any other bcta/gamma emitter
Mixed fission products
Decontami nated equipment,

beta/gamma

lnadiated material, any
form other than solid
combustible

Mixed radioactive waste,
beta/gamma

Packaged mixed waste,
bela/gamma2

Aly other alpha emitter
Contaminated equipment,

alpha
Packaged waste, alpha2

Combinations ol radioactive
materials listed abovel

Release H raction ()urlltil\ (Cu lics)

900.000
2,000
5,000

400
5,000

10,000
1,000

r0,000

r,000

1,000

10,000
2

1.0

.01

.01

.01

.01

.01

.01

001

.01

.0t

.001

.00 r

.0001

.00{) I

20
20

For combinalions ofradioactive materials, consideration of the need for an emergency
plan is rcquired if the sum olthe ratios of the quantity of each radioactive material
authorized to the quantity listed for that nraterial in Schedule C exceeds one.

2. Waste packaged in Type B containers does not require an emergency plan
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.\PPENI)IX.{

Criteria Relating to Use of Fin:rncial Trsts and Parent Company Guarantces for Providing
Reasonable Assurance of Funds for Decommissioning

[. lntroduction:

An applicant or licensee may provide reasonable assurance ol the availability of funds for
decommissioning based on obtaining a parent company guarantee that funds will be available for
decommissioning costs and on a demonstration that the company passes the financial tests ol
Section Il ofthis appendix. The terms of the self guarantee are in Section III ofthis appcndix.
This appendix establishes criteria for passing the financial test and establishes the terms for
obtaining the parent company guarantee.

II. Financial Test:

l. 'l'he parent conrpany must have

(i) Two ofthe following tkee ralios: A ratio oftotal liabilities to net worth less than
2.0; a ratio ofthe sum ofnet income plus depreciation, depletion, and amortization to total
liabilities greater than 0. I ; and a ratio of current asscts to currcnt liabilities greater than 1 .5.

(ii) Net working capital and tangible net worth each at least six timcs the current
decommissioning cost estimates lor the total ofall facilities or parts thereof(or prescribed

amount if a ccrlificalion is used),

(iii) Tangible net worth ofat least $10 million

(iv) Assets localed in the United Slates amounting to at least 90 percent ofthe total
assets or at lcast six times the current decommissioning cost estimatcs for the total of all f'acilities
or parts thereof (or prescribed amount if a certification is used).

2. The parent company must have:

(i) A curent rating lbr its most recent bond issuance of AAA, AA, A, or BBB as

issued by Standard and Poor's or Aaa, Aa. A, or Baa as issued bv Moody's.

(ii) Tangible net worth at least six tinles the total current decommissioning cost
estimates lbr the total of all facilities or parts thereof (or prescribed amount if a certification is

used),

(iii) Tangible net wo(h of at least $10 million
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A. To pass the financial test, the parent company must meet the criteria oleither A,1
or A. 2 of this appendix:



(iv) Assets located in the United States amounting to at least 90 percent ofthe total
assets or at leasl six times the current decommissioning cost cstimates for all facilities or parts
thereof (or prescribed amount ilcertification is used).

B. The parent company's independent certified public accountant must have
compared the data used by the parent company in the financial test whioh is derivetl from the
independently audited, year-end linancial statements for the latest fiscal year, with the amounts
in such financial statement. [n connection with that procedure, the licensee shall inform the
Agency rvithin 90 day's ofany matters coming to the attention ofthc auditor that cause thc
auditor to believc that the data specified in the linancial tcst should be adjusted and that the
company no longer passes the test.

C. l. After the initial financial test, the parent company must repeat passage of
the test within 90 days after the close of each succeeding fiscal year.

2, lf the parent company no longer meets the requirements olSection A olthis
appendix, the licensee must send immediate notice to the Agency of its intent to establish
altcmate financial assurance as specified in Agency Rules within 120 days of such noticc.

III. Parent Company Guarantee

The terms ofa parent company guarantee which an applicant or licensee obtains must
provide that:

A. The parent company guarantee will remain in force unless the guarantor sends
notice ofcancellation by certified mail to the Agency. Cancellation may not occur, however,
during the I20 days beginning on the date ofreceipt of the notice ofcancellation by both the
licensee and the Agency, as evidenced by the retum receipt.

B. ll'the licensec fails to provide altcmative financial assurance as specified in
Agency Rules within 90 days fbllowing receipt by the licensee and Agency ofa notice of
cancellalion ot'thc parent company guarantee from the guarantor. the guarantor will provide such
altemative financial assurance in the name ofthe licensee.

C. l'he parent company guarantee and financial tesl provisions must remain in effect
until the Agency has terminated the license or until anolher financial assurance method
acceptable to the Agency has been put into eltect by the licensee.

D. Ifa trust is established for decommissioning costs, the trustce and trust must be

acccptable to the Agency. An acceptable trustee includes an appropriate state or federal
govemment agency or an entity which has the aulhorily to act as a trustee and whose trust
operations are rcgulated and examined by a federal or state agency,
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I The licensee rvill promptly forward to the Agency and the licensee's independent
auditor all reports covering the latest fiscal year filed by the licensee with the Securities and
Exchange Commission pursuant to the requirements of Section 13 ofthe Securities and
Exchange Act of I 934.

F. If. at any time, the licensee's most recenl bond issuance ceases to be rated in any
category ol"A" or above by either Standard and Poor's or Moody's, the licensee will provide
notice in uriting ofsuch fact to the Agency within 20 days after publication of the change by the
rating service. Ilthe licensee's most recent bond issuance ceases to be rated in any category ofA
or above by both Standard and Poor's and Moody's, the licensee no longer meets thc
requirements ol Section Il.A ofthis appendix.

G. 'fhc applicant or licensee must provide to the Agency a written guarantee (a
uriften commitment by a corporate officer) r.l,hich states that the licensee will fund and carry out
the required decommissioning activities or, upon issuance ofan order by the Agency, the
licensee will set up and tund a trust in the amount of the curent cost estimates tbr
decommissioning.

il0



APPENT'IX B

Critcria Relating to Use of Financial Tests and Sclf Guarantces for Providing
Reasonable Assurance of l-unds for Decommissioning

I, Introduction

An applicant or licensee may provide reasonable assurance olthe availability offunds flor
decommissioning based on furnishing its own guarantee that funds will be available for
decommissioning costs and on a demonstration that the company passes the financial tcst ol
Section ll of this appendir. 'lhc tcrms of the self-guarante(- are in Secrjon Ill of this appcndix,
This appendix establishes criteria for passing the financial test 1or the self guarantee and
establishes the tcrms for a self-guarantee.

lL A. To pass the financial test, a company must meet all of the fotlowing
cntena

(1) 'l'angible net wofth at least ten times the total current decommissioning cost
estimate for the total ofall facilities or parts thereof(or the current amount required if
certification is used).

(2) Assets located in the United States amounling to at leasl 90 percent oflotal assets

or at least ten times the total current decommissioning cost estimate for the total of all facilities
or parts thereol (or the current amount required if certification is used).

(3) A current rating for its most recent bond issuance ofAAA, AA, or A as issued by
Standard and Poor's (S & P). or Aaa, Aa, or A as issued by Moody's.

B. 'l'o pass the financial test, a company must meet all of the following additional
requirements:

(1) The company must have at least one class ofequity securities registercd under the
Securities Exchange Act of 1934.

(2) 1'he company's independent certified public accountant must have compared lhe
data used by the company in thc financial tcst which is derived from the independendy audited,
year-end financial statements for the latest fiscal year, with the amounts in such financial
statemenl. In connection with that procedurc, the licensee shall inform the Agency within
90 days of any matters coming to the attention of the auditor that cause the auditor to believe that
the data spccificd in the financial test should be adjusted and that the company no Ionger passes

the test.

(3) After the initial financial test, the company rnust repeat passage ofthe test within
90 days after the close of each succeeding fiscal year.
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C. lf thc licensee no longer mects lhe requircments of Section II.A ol this appendix,
the licensee must send irmrediate notice to the Agency of its intent to establish altenlate
financial assurance as specified in Agency rules within I 20 days of such notice.

IIL Company Self-Guarantee. The terms ofa selfguarantee which an applicant or
licensee furnishes must provide that:

A. The guarantee will rcmain in forcc unless the licensec sends notice ofcancellation
by certified mail to thc Agency. Cancellation may not occur, however, during the 120 days
beginning on the date ofreceipt ofthe notice ofcancellation by the Agency. as evidenced by the
retum reccipt.

ll. Thc licensee shall provide altemative financial assurance as specilied in Agcncy
rules rvithin 90 days following receipt by the Agency ofa notice ofcancellation ofthe guarantee

C. 'l he guarantee and financial test provisions must remain in etl'ect until the Agency
has tenninated the license or until another flnancial assurance method acceptable to tl.re Agency
has been put in eflect by the licensee.

D. The licensee will promptly forward to thc Agency and the licensee's independent
auditor all reports covering thc latcst fiscal year liled by the licenscc with the Securities and
Exchange Commission pursuant to the requirements of Section l3 ofthe Securities and

Exchange Act of I 934.

8,. If, at any time, the licensee's most recent bond issuance ceases to be rated in any
category of"A" or above by cither Standard and Poor's or Moody's, the licenscc r.,"ill provide
notice in writing ofsuch fact to the Agency within 20 days afler publication ofthe change by the
rating servicc. lfthe licensee's most recent bond issuance ceases to be rated in any catcgory of
A or above by both Standard and Poor's and Moody's, the licensee no longer meets the
rcquirements of Section II.A. of this appendix,

F. The applicant or licensee must provide to the Agency a written guarantee (a
written corrmitment by a corporatc ofticcr) which statcs that the liccnsee will lund and carry out
the required decommissioning activities or, uporl issuance of an order by the Agency, the

licensee will set up and fund a trusl in the amount ofthe cunent cost cstimates for
decommissioning.
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APPI'\I)IX C

Criteria Relating to IIse of Financial 'fests and Self-Guarantee for Providing Rcasonablc
Assurance of Funds for Decommissioning by Commercial Companies 'l hat llave No

Outstanding Ilated Bonds

I. Introduction

An applicant or licensee may provide reasonable assurance ofthe availability offunds for
dccomrn issioning based offurnishing its ou,n guarantee that funds will be available for
decommissioning oosts and on a dcmonslration thal thc con.rpany passcs thc llnancial tests of
Section ll ofthis appendix. The terms olthe selt-guarantee are in Section Ill ol this appendix.
'l'his appendix esrablishes critena lbr passing the financial test for the self-guarantee and

establishcs the terms ofa self-guarantee.

l"inancial 'l est

To pass the financial test, a company musl meet the following critcria:

(l) Tangible net worth greater than $ l0 million, or at least ten times the curent
decommissioning cost estimate (or the current amount required ifccrtification is uscd),

whichever is greater, for all decommissioning activities for which the compauy is responsible as

self-guaranteeing liccnsee and as parent-guarantor.

(2) Asscts located in the United Stales amounting to at least ten times the total current
decomnrissioning cost estimate (or the curent amount requircd i1' ccrtitlcation is used) for all
decommissioning activities for which the company is responsible as self-guaranteeing licensee

and as parent-guarantor.

(3) A ratio of cash flow divided by total liabilities greater than 0.1 5 and a ratio of
total liabilities divided by net worth less than I .5.

B.
requirements

In addition, to pess the financial test, a company must meet all ofthe following

(1) 'l'hc company's indcpendent certified public accountant must have compared thc
data used by the cornpany in the financial test, which is required to be derived fiom thc
indepcndently audited year end financial statement based on United States generally accepted

accounting practices lor the latest liscal year, with the amounts in such financial statement. In
connection with thal procedure, the licensee shall inform the Agency within 90 days ofany
matters that may cause the auditor to believe that the data specified in the financial test should be

adjusted and that the company no longer passes the test.

(2) After the initial financial test, the company must repeat passage ofthe test within
90 days after the close of each succeeding fiscal year.

II

I l-1



(3) Ifthe licensee no longer meets the requirements of paragraph il.A oftliis
appendix, the licensee Inust send notice to the Agency ofintent to establish altemative financial
assurance as specified in Agency rules. Thc notice must bc sent by cenified mail, retum receipt
requesled, within 90 days after the end of the fiscal year for which the year end financial data
shorv that the licensee no longer meets the llnancial test requirements. The licensce must
provide altemative financial assurance within 120 days after thc end of such fiscal year'.

II1. CompanySelf-Guarantee

The terms ofa self-guarantee which an applicant or licensee fumishes must provide that:

A. The guarantee shall remain in force unless the licensee sends notice of
cancellation by certilied mail, rctum receipt requested. to the Agency. Cancellation may not
occur until an alternative financial assurance mechanism is in place.

l]. '-[he licensee shall provide altemative linancial assurance as specilied in the rules
rvithin 90 days following receipt by the Agency ofa notice ofcancellation ofthe guarantee.

C. The guarantee and financial test provisions must remain in effect until the Agency
has terminated the license or until another financial assulance method acceptable to the Agency
has been put in effect by the licensee.

D. The applicant or liccnsce must provide to the Agency a rwitten guarantee (a
written commitment by a corporate offrcer) which states that the licensee will fund and carry out
the required decommissioning activities or, upou issuanoe ofan order by the Agency, the
licensee will set up and fund a trust in the amount ofthe current cost estimates for
decommissioning,
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APPIiNDIX I)

Criteria Relating to Usc of Financial Tests and Self-Guarante€ for Providing Reasonable
Assurance for Decommissioning by Nonprofit Colleges, Universities, and Hospitals

[. Introduction

An applicant or licensee may provide reasonable assurance of the availability of lunds for
decommissioning based on fumishing its own guarantee that funds will be available for
dccommissioning costs and on a demonstration that thc applicant or licensec passes thc financial
test ol Sccr;ot1 II o1'this appendix. 'l'hc lerms of thc sci[-guarantec are in Scction lllolthis
appendix. 'Ihrs appendix estabiishes criteria lor passing the financial test lbr the self-guarantcc
and esrablishes the terms for a self-guarantee.

I1. financial Test

A. For colleges and universities, to pass the financial test a college or univcrsity must
meet either the criteria in paragraph II.A.(1) or the criteria in paragraph II.A.(2) of this appendix.

(l ) For applicants or licensees that issue bonds, a current rating for its most recent
uninsured, tmcollateralized, and unencumbered Lrond issuance ofAAA, AA, or A as issued by
Standard and Poor's (S&P) ot Aaa, Aa, or A as issued by Moody's.

(2) [.'or applicants or licensees that do not issue bonds, uruestricted endowment
consisting olassets located within the United Stales ofal least $50 million, or aI least 30 times
the total cunenl decommissioning cost estimate (or the cunent amount required ifcertification is

used), whichever is greater for all decommissioning activitics for ra'hich the college or university
is responsible as a self-gr,raranteeing licensee.

B. For hospitals, to pass the financial test a hospital must meet either the criteria in
paragraph ILB.(1) or the criteria in paragraph Il.B.(2) of this appendix:

(l ) For applicants or licensees that issue bonds, a current rating for its most currcnt
uninsured, uncollateralized, and unencumbered bond issuance ofAAA, AA, or A as issued by
Standard and Poor's (S&P) or Aaa, Aa. or A as issued by Moody's.

(2) For applicants or licensees that do not issue bonds, all olthe following tests must
be nret

(a) (Total revenues less total expenditures) divided by total revenues rnust be equal to
or greater than 0,04,

(b) Long term debt divided by net fixed assets must be less lhan or equal to 0.67
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(c) (Curent assets and depreciation fund) divided by current liabilities must be

$eater than or equal to 2.55.

(d) Opcrating revenues must be at least 100 times the total curent decommissioning
cost estimate (or the current amount required il'certiilcation is used) for all dccommissioning
activitics lbr which the hospital is responsibJe x5 4 5slf'-guamnteeing license.

C. In addition, to pass the financial test, a licensee must meet all ofthe following
requirements:

l. The licensee's independent certified public accountant must have compared the
data used by the licensee in the financial tcst, rvhich is required to be derived from thc
independently audited year end financial statenients, based on United States generally accepted
accounting practices, for the latest hscal year, wilh the amounts in sLrch financial statement. In
connection with procedure. the Iicensee shall inform the Agency within 90 days ofany matters
coming to the altention of the auditor that cause the auditor to bclieve that the data specified in
the ilnancial tesl should be adjustcd and that the licensee no longer passes the test.

2. After the initial financial test, the licensee must repeat passage of the test within
90 days afler the close of each succeeding fiscal year.

3. Ifthe licensee no longer meets the requircments ofSection I of this appendix, thc
licensee must send notice to the Agency of its intent to establish alternative financial assurance

as specilicd in Agcncy rules. The notice must be sent by ceflified mail, retum rcceipr reqlrested.
rvithin 90 days after the end o1'the liscal year tbr which the year end tinancial data show that the
Iicensce no longer nreets the financial data requirements. The licensee must provide altemate
financial assurance within 120 days after the end ofsuch fiscal year.

Il I. Self-Guarantee

A. The guarantee shall remain in force unless the licensee sends notice of
cancellation by certified mail. rctum receipt requested, to the Agency. Cancellation may not
occur unless an altelnative financial assurance mechanisnr is in place.

B, The licensee shall provide alternative tlnancial assurance as speciiied in Agency
rules within 90 days lbllowing reccipt by the Agency ola notice ol cancellation olthe guarantcc.

C. The guarantee and llnancial tesl provisions must remain in etiect until the Agency
has ten.' inated the license or until another tinancial assurance method acceptable to the Agency
has been put in effbct by the lisensee.

D. The applicant or licensee must provide to the Agency a written suarantee (a
written commitment by a corporate officer or officer ofthe institution) which states that the

l lo

'[hc tcrms of a self-guarantee which an applicant or licensee fumishes must provide that:



Iicensee will fund and carry out the required decommissioning activities or, upon issuancc ofan
order by the Agency, the liccnsee will set up and fund a trust in the amount ofthe current cost

eslimates for decommissioning.

E. If, at any time, the licensee's most recent bond issuance ceases to be rated in any
category of "A" or above by either Standard and Poor's or Moody's, the licensee shail provide
notice in writing ofsuch fact to the Agency within 20 days after publication of the change by the
rating service.
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