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WSR 22-19-084
PERMANENT RULES

DEPARTMENT OF HEALTH
[Filed September 20, 2022, 2:08 p.m., effective October 21, 2022]

Effective Date of Rule: Thirty-one days after filing.

Purpose: The department of health (department) adopted amendments
to revise chapter 246-232 WAC, Radioactive material—Licensing applic-
ability; chapter 246-235 WAC, Radiocactive materials—Specific licen-
ses; and chapter 246-240 WAC, Radiation protection—Medical use of ra-
diocactive material to be consistent with the United States Nuclear
Regulatory Commission's (NRC) rule changes identified by the Regula-
tion Amendments Tracking System (RATS) 2018-1 document and to make
nonsubstantive editorial changes. This rule making was required to
comply with RCW 70A.388.040 State radiation control agency, and
70A.388.110 Federal-state agreements. As stated under this formal
state agreement between the governor and NRC, the department is re-
quired to remain compatible with NRC rules. This is done through rule
amendments to make state rules consistent with, and at-least-as-strin-
gent-as, NRC's rules.

Citation of Rules Affected by this Order: New WAC 246-232-004,
246-232-005 and 246-240-660; and amending WAC 246-232-006,
246-232-008, 246-232-009, 246-232-014, 246-232-040, 246-232-050,
246-232-0060, 246-232-080, 246-232-130, 246-232-140, 246-235-010,
246-235-020, 246-235-075, 246-235-077, 246-235-080, 246-235-086,
246-235-090, 246-235-091, 246-235-093, 246-235-100, 246-235-103,
246-235-109, 246-240-010, 246-240-016, 246-240-019, 246-240-022,
246-240-025, 246-240-028, 246-240-051, 246-240-060, 246-240-063,
246-240-069, 246-240-072, 246-240-075, 246-240-078, 246-240-104,
246-240-107, 246-240-110, 246-240-113, 246-240-119, 246-240-122,
246-240-128, 246-240-154, 246-240-160, 246-240-163, 246-240-201,
246-240-210, 246-240-213, 246-240-216, 246-240-219, 246-240-251,
246-240-272, 246-240-278, 246-240-281, 246-240-301, 246-240-304,
246-240-351, 246-240-354, 246-240-357, 246-240-360, 246-240-363,
246-240-366, 246-240-369, 246-240-372, 246-240-375, 246-240-378,
246-240-381, 246-240-384, 246-240-390, 246-240-393, 246-240-399,
246-240-551, 246-240-578, 246-240-590, 246-240-605, 246-240-0614,
246-240-632, 246-240-651 and 246-240-654.

Statutory Authority for Adoption: RCW 70A.388.040.

Other Authority: RCW 70A.388.110.

Adopted under notice filed as WSR 22-15-036 on July 14, 2022.

Number of Sections Adopted in Order to Comply with Federal Stat-
ute: New 0, Amended 0, Repealed 0; Federal Rules or Standards: New 3,
Amended 79, Repealed 0; or Recently Enacted State Statutes: New O,
Amended 0, Repealed O.

Number of Sections Adopted at the Request of a Nongovernmental
Entity: New 0, Amended 0, Repealed O.

Number of Sections Adopted on the Agency's own Initiative: New O,
Amended 0, Repealed O.

Number of Sections Adopted in Order to Clarify, Streamline, or
Reform Agency Procedures: New 0, Amended 0, Repealed 0.

Number of Sections Adopted using Negotiated Rule Making: New O,
Amended 0, Repealed 0; Pilot Rule Making: New 0, Amended 0, Repealed
0; or Other Alternative Rule Making: New 3, Amended 79, Repealed 0.

Date Adopted: September 20, 2022.

Lauren Jenks
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Assistant Secretary

OTS-3837.3

GENERAL PROVISIONS

NEW SECTION

WAC 246-232-004 Completeness and accuracy of information. (1)
Information provided to the department by an applicant for a license
or by a licensee or information required by statute or by the depart-
ment's rules, orders, or license conditions to be maintained by the
applicant or the licensee must be complete and accurate in all materi-
al respects.

(2) Each applicant or licensee must notify the department of in-
formation identified by the applicant or licensee as having for the
regulated activity a significant implication for public health and
safety. An applicant or licensee violates this subsection only if the
applicant or licensee fails to notify the department of information
that the applicant or licensee has identified as having a significant
implication for public health and safety. Notification must be provi-
ded to the department within two working days of identifying the in-
formation. This requirement is not applicable to information which is
already required to be provided to the department by other reporting
or updating requirements.

[]

NEW SECTION

WAC 246-232-005 Deliberate misconduct. (1) Any licensee; cer-
tificate of registration holder; applicant for a license or certifi-
cate of registration; employee of a licensee or certificate of regis-
tration holder or applicant; or any contractor (including a supplier
or consultant), subcontractor, employee of a contractor or subcontrac-
tor of any licensee or certificate of registration holder or applicant
for a license or certificate of registration; who knowingly provides
to any licensee, applicant, certificate holder, contractor, or subcon-
tractor, any components, equipment, materials, or other goods or serv-
ices that relate to a licensee's, certificate holder's, or applicant's
activities in chapters 246-220 through 246-254 WAC, may not:

(a) Engage in deliberate misconduct that causes or would have
caused, i1f not detected, a licensee, certificate of registration hold-
er, or applicant to be in violation of any rule or order; or any term,
condition, or limitation of any license issued by the department; or
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(b) Deliberately submit to the department, a licensee, certifi-
cate of registration holder, an applicant, or a licensee's, certifi-
cate holder's, or applicant's contractor or subcontractor, information
that the person submitting the information knows to be incomplete or
inaccurate in some respect material to the department.

(2) A person who violates subsection (1) (a) or (b) of this sec-
tion may be subject to enforcement action under chapter 70A.388 RCW.

(3) For the purposes of subsection (1) (a) of this section, delib-
erate misconduct by a person means an intentional act or omission that
the person knows:

(a) Would cause a licensee, certificate of registration holder,
or applicant to be in violation of any rule or order; or any term,
condition, or limitation, of any license issued by the department; or

(b) Constitutes a violation of a requirement, procedure, instruc-
tion, contract, purchase order, or policy of a licensee, certificate
of registration holder, applicant, contractor, or subcontractor.

[]

EXEMPTIONS

AMENDATORY SECTION (Amending WSR 17-01-034, filed 12/12/16, effective
1/12/17)

WAC 246-232-006 Exemption of certain source material. (1) A
person is exempt from the requirements for a license and from this
chapter and chapters 246-233 and 246-235 WAC to the extent that the
person receives, possesses, uses, transfers, or delivers, source mate-
rial in any chemical mixture, compound, solution or alloy in which the
source material is by weight less than 1/20 of one percent (0.05 per-
cent) of the mixture, compound, solution, or alloy.

(2) A person is exempt from the requirements for a license and
from this chapter and chapters 246-233 and 246-235 WAC to the extent
that the person receives, possesses, uses or transfers unrefined and
unprocessed ore containing source material, provided such person shall
not refine or process such ore unless authorized to do so in a specif-
ic license.

(3) A person is exempt from the requirements for a license and
from this chapter and chapters 246-221, 246-246, 246-222, 246-233, and
246-235 WAC to the extent that the person receives, possesses, uses or
transfers:

(a) Any quantities of thorium contained in:

i) Incandescent gas mantles;

ii) Vacuum tubes;

iii) Welding rods;

iv) Electric lamps for illuminating purposes if each lamp con-
tains ((£+fty)) 50 milligrams or less of thorium;

(v) Germicidal lamps, sunlamps and lamps for outdoor or industri-
al lighting if each lamp contains two grams or less of thorium;

(
(
(
(
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(vi) Rare earth metals and compounds, mixtures, and products con-
taining 0.25 percent or less by weight thorium, uranium, or any combi-
nation of these; or

(vii) Personnel neutron dosimeters if each dosimeter contains
1.85 gigabecquerels (50 milligrams) or less of thorium.

(b) Source material contained in the following products:

(1) Glazed ceramic tableware manufactured before August 27, 2013,
if the glaze contains ((Ewenty)) 20 percent or less by weight source
material;

(ii) Piezoelectric ceramic containing two percent or less by
weight source material; and

(iii) Glassware containing not more than two percent by weight
source material or, for glassware manufactured before August 27, 2013,
((£er)) 10 percent by weight source material; but not including com-
mercially manufactured glass brick, pane glass, ceramic tile, or other
glass or ceramic used in construction.

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

(d) Any finished product or part fabricated of, or containing,
tungsten-thorium or magnesium-thorium alloys if the thorium content of
the alloy is four percent or less by weight. The exemption contained
in this subparagraph shall not be deemed to authorize the chemical,
physical or metallurgical treatment or processing of any such product
or part;

(e) Thorium or uranium contained in or on finished optical lenses
and mirrors, provided that each lens or mirror does not contain more
than ((¥ern)) 10 percent by weight of thorium or uranium or, for lenses
manufactured before August 27, 2013, ((kirty)) 30 percent by weight
of thorium. The exemption contained in this subparagraph shall not be
deemed to authorize either:

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

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

(f) Uranium contained in detector heads for use in fire detection
units if each detector head contains 185 becquerels (0.005 microc-
uries) or less of uranium; or

(g) Thorium contained in any finished aircraft engine part con-
taining nickel-thoria alloy if:

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

(ii) The thorium content in the nickel-thoria alloy is four per-
cent or less by weight.

(4) The exemptions in subsection (3) of this section do not au-
thorize the manufacture of any of the products described.

(5) No person may initially transfer for sale or distribution a
product containing source material to persons exempt under this sec-
tion, or equivalent regulations of an agreement state or the NRC, un-
less authorized by a license issued under 10 C.F.R. 40.52 to initially
transfer such products for sale or distribution.

(a) Persons initially distributing source material in products
covered by the exemptions in this section before August 27, 2013,
without specific authorization may continue such distribution for one
year beyond this date. Initial distribution may also be continued un-
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til NRC takes final action on a pending application for license or 1li-
cense amendment to specifically authorize distribution submitted no
later than one year beyond this date.

(b) Persons authorized by an agreement state to manufacture,
process, or produce these materials or products containing source ma-
terial, and persons who import finished products or parts for sale or
distribution must be authorized by a license issued under 10 C.F.R.
40.52 for distribution only and are exempt from the requirements of
chapters 246-221 and 246-222 WAC, and WAC 246-235-020 (1) and (2).

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 17-01-034, §
246-232-006, filed 12/12/16, effective 1/12/17; WSR 16-13-054, §
246-232-006, filed 6/10/16, effective 7/11/16. Statutory Authority:
RCW 70.98.050. WSR 13-24-025, § 246-232-006, filed 11/22/13, effective
12/23/13. Statutory Authority: RCW 70.98.050 and 70.98.080. WSR
09-06-003, § 246-232-006, filed 2/18/09, effective 3/21/09. Statutory
Authority: RCW 70.98.050. WSR 01-02-068, § 246-232-006, filed
12/29/00, effective 1/29/01.]

AMENDATORY SECTION (Amending WSR 13-24-025, filed 11/22/13, effective
12/23/13)

WAC 246-232-008 Exemption of certain timepieces, hands or dials.
No person may introduce radiocactive material into a product or materi-
al, knowing or having reason to believe that it will be transferred to
persons exempt under this section or other sections or equivalent reg-
ulations of the NRC or an agreement state, except in accordance with a
specific license issued by the NRC, Washington, D.C. 20555. A person
is exempt from the requirements for a license and from this chapter
and chapters 246-233 and 246-235 WAC to the extent that the person re-
ceives, possesses, uses, transfers, owns or acquires, and does not ap-
ply radiocactive material to, or incorporate radioactive material into,
the following timepieces or hands or dials containing not more than
the following specified quantities of radicactive material and not ex-
ceeding the following specified levels of radiation((x)):
(“Note: . T . . o L

p xemptnd .. ...)) g

(1) (a) ((825)) Nine hundred twenty-five megabecquerels (25 mil-
licuries) of tritium per timepiece;

(b) ((£85)) One hundred eighty-five megabecquerels (((&5)) five
millicuries) of tritium per hand;

(c) ((555)) Five hundred fifty-five megabecquerels (15 millic-

uries) of tritium per dial (bezels when used shall be considered as
part of the dial);

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

(e) ((#48)) Seven hundred forty kilobecquerels (20 microcuries)
of promethium-147 per watch hand or 1.48 megabecquerels (40 microc-
uries) of promethium-147 per other timepiece hand;

(f) 2.22 megabecquerels (60 microcuries) of promethium-147 per
watch dial or 4.44 megabecquerels (120 microcuries) of promethium-147
per other timepiece dial (bezels when used shall be considered as part
of the dial);
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(2) The levels of radiation from hands and dials containing prom-
ethium-147 will not exceed, when measured through 50 milligrams per
square centimeter of absorber:

(a) For wrist watches, ((4)) one microgray (0.1 millirad) per
hour at 10 centimeters from any surface;

(b) For pocket watches, ((+)) one microgray (0.1 millirad) per
hour at ((4)) one centimeter from any surface;

(c) For any other timepiece, ((2)) two micrograys (0.2 millirad)
per hour at 10 centimeters from any surface.

(3) ((3#)) Thirty-seven kilobecquerels (((%)) one microcurie) of

radium-226 per timepiece in intact timepieces manufactured prior to
November 30, 2007.

[Statutory Authority: RCW 70.98.050. WSR 13-24-025, § 246-232-008,
filed 11/22/13, effective 12/23/13. Statutory Authority: RCW 70.98.050
and 70.98.080. WSR 09-06-003, § 246-232-008, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 01-02-068, §
246-232-008, filed 12/29/00, effective 1/29/01.]

AMENDATORY SECTION (Amending WSR 17-01-034, filed 12/12/16, effective
1/12/17)

WAC 246-232-009 Exemption of certain items containing radioac-
tive material. No person may introduce radiocactive material into a
product or material, knowing or having reason to believe that it will
be transferred to persons exempt under this section or other sections
or equivalent requlations of the NRC or an agreement state, except in
accordance with a specific license issued by the NRC, Washington, D.C.
20555. A person is exempt from the requirements for a license and from
this chapter and chapters 246-233 and 246-235 WAC to the extent the
person receives, possesses, uses, transfers, owns or acquires, and
does not apply radioactive material to, or incorporate radioactive ma-
terial into, the following products: ( (%))
(Note: . T .

specifie-Hieense-issued-by-the NRC Washington; D-C-20555))
(1) Static elimination devices which contain, as a sealed source
or sources, by-product material consisting of a total of not more than
18.5 MBg (500 microcuries) of Po-210 per device.

(2) (a) Ion generating tubes designed for ionization of air that
contain, as a sealed source or sources, by-product material consisting
of a total of not more than 18.5 MBg (500 microcuries) of Po-210 per
device or a total of not more than 1.85 GBg (50 millicuries) of hydro-
gen-3 (tritium) per device.

(b) Such devices authorized before October 23, 2012, for use un-
der the general license then provided in this section and equivalent
regulations of an agreement state or the NRC, and manufactured, tes-
ted, and labeled by the manufacturer in accordance with the specifica-
tions contained in a specific license issued by the department, an
agreement state, or the NRC.

(3) Balances of precision containing not more than 37 megabec-
querels (((%)) one millicurie) of tritium per balance or 18.5 megabec-
querels (0.5 millicurie) of tritium per balance part manufactured be-
fore December 17, 2007.
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(4) Marine compasses containing not more than 27.8 gigabecquerels
(750 millicuries) of tritium gas and other marine navigational instru-
ments containing not more than 9.25 gigabecquerels (250 millicuries)
of tritium gas manufactured before December 17, 2007.

(5) Ionization chamber smoke detectors containing not more than
37 kilobecquerels (((+)) one microcurie) of americium-241 per detector
in the form of a foil and designed to protect life and property from
fires.

(6) For purposes of this subsection, "electron tubes" include
spark gap tubes, power tubes, gas tubes including glow lamps, receiv-
ing tubes, microwave tubes, indicator tubes, pick-up tubes, radiation
detection tubes, and any other completely sealed tube that is designed
to conduct or control electrical currents. Electron tubes((*)) provi-
ded that each tube contains no more than one of the following speci-
fied quantities of radiocactive material and the levels of radiation

from each electron tube do not exceed 10 micrograys (((%)) one milli-
rad) per hour at ((*)) one centimeter from any surface when measured
through ((#+)) seven milligrams per square centimeter of absorber:

(a) 5.55 gigabecquerels (150 millicuries) of tritium per micro-
wave receiver protector tube or 370 megabecquerels (10 millicuries) of
tritium per any other electron tube;

(b) ((3#)) Thirty-seven kilobecquerels (((+)) one microcurie) of
cobalt-60;

(c) ((¥85)) One hundred eighty-five kilobecquerels (((&)) five
microcuries) of nickel-63;

(d) 1.11 megabecquerels (30 microcuries) of krypton-85;

(e) ((E85)) One hundred eighty-five kilobecquerels (((&)) five
microcuries) of cesium-137;

(f) 1.11 megabecquerels (30 microcuries) of promethium-147.

((3Nete: For-purposes-of-this-subsection;electron-tubes™ i i b
control electrical currents))

(7) Ionizing radiation measuring instruments containing, for pur-
poses of internal calibration or standardization, one or more sources
of radicactive material, provided that:

(a) Each source contains not more than one exempt gquantity set
forth in WAC 246-232-120, Schedule B, exempt quantities of radiocactive
materials; and

(b) Each instrument contains no more than 10 exempt quantities.
For purposes of this subsection, an instrument's source(s) may contain
either one type or different types of radionuclides and an individual
exempt quantity may be composed of fractional parts of one or more of
the exempt quantities in WAC 246-232-120, Schedule B, exempt quanti-
ties of radioactive materials, provided that the sum of such fractions
must not exceed unity.

(c) For purposes of this subsection, 1.85 kilobecquerels (0.05
microcurie) of americium-241 is considered an exempt quantity.

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 17-01-034, §
246-232-009, filed 12/12/16, effective 1/12/17. Statutory Authority:
RCW 70.98.050. WSR 13-24-025, § 246-232-009, filed 11/22/13, effective
12/23/13. Statutory Authority: RCW 70.98.050 and 70.98.080. WSR
09-06-003, § 246-232-009, filed 2/18/09, effective 3/21/09. Statutory
Authority: RCW 70.98.050. WSR 01-02-068, § 246-232-009, filed
12/29/00, effective 1/29/01.]
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AMENDATORY SECTION (Amending WSR 16-13-054, filed 6/10/16, effective
7/11/16)

WAC 246-232-014 Exemption of C-14 urea diagnostic capsules for
human use. (1) Except as provided in subsections (2) and (3) of this
section, a person is exempt from the requirements for a license and
from this chapter and chapters 246-233 and 246-235 WAC if the person
receives, possesses, uses, transfers, owns, or acquires, and does not
apply radioactive material to, or incorporate radiocactive material in-
to, capsules containing 37 kilobecquerels (((#)) one microcurie) of
carbon-14 urea (allowing for nominal variation that may occur during
the manufacturing process) each, for "in-vivo" diagnostic use for hu-
mans.

(2) A person who desires to use the capsules for research involv-
ing human subjects must apply for and receive a specific license under
chapters 246-240 and 246-235 WAC.

(3) A person who desires to manufacture, prepare, process, pro-
duce, package, repackage, or transfer for commercial distribution
these capsules must do so in accordance with a specific license issued
by the NRC, Washington, D.C. 20555.

(4) Nothing in this section relieves persons from complying with
applicable United States Food and Drug Administration, federal, and
state requirements governing receipt, administration, and use of
drugs.

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 16-13-054, §
246-232-014, filed 6/10/16, effective 7/11/16. Statutory Authority:
RCW 70.98.050. WSR 13-24-025, § 246-232-014, filed 11/22/13, effective
12/23/13; WSR 06-05-019, § 246-232-014, filed 2/6/06, effective
3/9/06; WSR 01-02-068, § 246-232-014, filed 12/29/00, effective
1/29/01.]

LICENSES

AMENDATORY SECTION (Amending WSR 13-24-025, filed 11/22/13, effective
12/23/13)

WAC 246-232-040 Reciprocal recognition of licenses. Before ra-
dioactive material can be used at any temporary job site, the juris-
dictional status of the job site must be determined. Authorization for
use of radioactive material at job sites under exclusive federal ju-
risdiction must be obtained from the appropriate regional office of
the NRC, Washington, D.C. 20555. Before radiocactive materials can be
used as a temporary job site in another state, authorization must be
obtained from that state if it is an agreement state, or from the NRC
if it is a nonagreement state.

(1) A person authorized by a license issued by the NRC or an
agreement state, may obtain authorization from the department to work
in Washington state provided:
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(a) The out-of-state license is issued by the NRC or agreement
state with jurisdiction where the licensee maintains an office for di-
recting the licensed work and for retaining radiation safety records;

(b) The out-of-state licensee must not possess or use radiocactive
materials or conduct authorized work in Washington state for more than
( (ere—hundred—eighty)) 180 days in that ((twedtve—month)) 1l2-month pe-
riod which starts the date approval is granted, and the appropriate
fee is received by the department, as required in chapter 246-254 WAC;

(c) The out-of-state licensing document authorizes the work con-
ducted;

(d) The licensed work is not conducted in an area under exclusive
federal jurisdiction;

(e) The appropriate fee is currently paid, as required in chapter
246-254 WAC. Licensees send fees to Washington State Department of
Health, Revenue Accounting, P.O. Box 1099, Olympia, Washington
98504-1099;

(f) The out-of-state licensee notifies the department in writing
at least three days before each entry into Washington state to conduct
licensed work.

(1) The written notification must be sent to the Radioactive Ma-
terials Section, Department of Health, P.0O. Box 47827, Olympia, Wash-
ington 98504-7827. Fax, email, or other notifications may be approved
by the department.

(i1i) The written notification must include use and storage loca-
tion(s), start and end dates of licensed work, and type of proposed
possession and use in Washington state, and must include licensing
documents authorizing the licensed work.

(iii) If an unexpected need or emergency means the three-day no-
tice is impossible or would impose an undue hardship on the out-of-
state licensee, the out-of-state licensee may telephone the department
(360-236-3221), for permission to proceed immediately.

(iv) The department may waive the requirement for filing addi-
tional written notifications during the remainder of the ((twetsve)) 12
months following the receipt of the initial notification.

(g) The out-of-state licensee must:

(i) Comply with all terms and conditions of the licensing docu-
ment issued by the licensing authority except such terms or conditions
contrary to the requirements or rules of the department or this sec-
tion;

(ii) Comply with all applicable rules, terms and conditions of
the department; and

(iii) Promptly provide other information the department may re-
quest.

(h) The out-of-state licensee must request approval for changes
in work locations, radioactive material, or work conducted if differ-
ent from the most recent information provided to the department.

(1) The out-of-state licensee may not transfer or dispose of ra-
dioactive material except by transfer to a person specifically 1li-
censed by the department or by the NRC or an agreement state to re-
ceive such material.

(J) The out-of-state specific licensee may possess or use radio-
active material or conduct authorized work in offshore waters for more
than ((ere—hundred—eighty)) 180 days in any calendar year, if the spe-
cific license issued by an agreement state or the NRC authorizes the
specific licensee to possess or use radicactive material or conduct
authorized work in offshore waters for an unlimited period of time.
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(2) A person who holds a specific license issued by the NRC or an
agreement state authorizing the holder to manufacture, install, or
service a device described in WAC 246-233-020 within the areas subject
to the jurisdiction of the licensing body is hereby granted a general
license to install and service such device in this state in areas not
under exclusive federal Jjurisdiction provided:

(a) Such person must file a report with the department within
((Ehtrty)) 30 days after the end of each calendar quarter in which any
device i1s transferred to or from, or installed in this state. Each re-
port must identify each general licensee to or from whom such device
is transferred by name and address, the device manufacturer (or ini-
tial transferor), model number and serial number, and the quantity and
type of radioactive material contained in the device;

(b) The device has been, and is, manufactured, labeled, instal-
led, and serviced in accordance with applicable provisions of the spe-
cific license issued to a person by the NRC or an agreement state;

(c) Such person must ensure that any labels required to be af-
fixed to the device under rules of the authority which licensed the
manufacture of the device bear a statement that removal of the label
is prohibited; and

(d) The specific licensee must provide each general licensee to
and from whom such device is transferred, or on whose premises such
device is installed, a copy of the general license in WAC 246-233-020.

(3) The department may withdraw, limit, or qualify its acceptance
of any specific license or equivalent licensing document issued by an-
other agency, or any product distributed pursuant to such licensing
document, upon determining that such action is necessary to prevent
undue hazard to public health and safety, or to the environment, or to
property.

[Statutory Authority: RCW 70.98.050. WSR 13-24-025, § 246-232-040,
filed 11/22/13, effective 12/23/13; WSR 04-04-055, § 246-232-040,
filed 1/30/04, effective 3/1/04; WSR 01-02-068, S 246-232-040, filed
12/29/00, effective 1/29/01; WSR 99-15-105, § 246-232-040, filed
7/21/99, effective 8/21/99; WSR 98-13-037, § 246-232-040, filed
6/8/98, effective 7/9/98. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 91-15-112 (Order 184), § 246-232-040, filed 7/24/91,
effective 8/24/91. Statutory Authority: RCW 43.70.040. WSR 91-02-049
(Order 121), recodified as § 246-232-040, filed 12/27/90, effective
1/31/91. Statutory Authority: RCW 70.98.080. WSR 87-01-031 (Order
2450), § 402-19-250, filed 12/11/86; WSR 83-19-050 (Order 2026), §
402-19-250, filed 9/16/83. Statutory Authority: RCW 70.98.050. WSR
81-01-011 (Order 1570), § 402-19-250, filed 12/8/80. Statutory Author-
ity: RCW 70.98.080. WSR 79-12-073 (Order 1459), § 402-19-250, filed
11/30/79, effective 1/1/80. Formerly WAC 402-20-210.]

AMENDATORY SECTION (Amending WSR 13-24-025, filed 11/22/13, effective
12/23/13)

WAC 246-232-050 Terms and conditions of licenses. (1) Each 1i-
cense issued pursuant to ((Ehis—part—shall—Pbe)) the rules in chapters
246-220 through 246-254 WAC is subject to all the provisions of ((£he
act—as—how—orhereafter ineffeet)) chapter 70A.388 RCW, and to all
applicable rules ((—regutatiensy)) and orders of the department.
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(2) (a) No license issued or granted under chapters ((246—232+
26D v DA DAL TINC A a1+ oo oo oo v 10 BN I PN S T ma
1 O L.dd, L 1 O T LAF®Y [y yswy T J.J.\jlll_ |y b/u;_);_) [erw) A . @) [ Sy @) B/ R S NV &5 N WP U SV 4 TITTC

feriat—granted Py anytiecenseiSsuvedpursuant—fto<chapters—246—233—and
246235 Whrc——shatt)) 246-220 through 246-254 WAC nor any right under a
license may be transferred, assigned, or in any manner disposed of,
either voluntarily or involuntarily, directly or indirectly, through
transfer of control of any license to any person, unless the depart-
ment ((skhaxZE)) finds, after securing full information, ((fimd)) that
the transfer is in accordance with the provisions of ((Ehe—aet)) chap-
ter 70A.388 RCW, and gives its consent in writing.

(b) An application for transfer of license must include:

(1) The identity, technical and financial qualifications of the
proposed transferee; and

(1i) Financial assurance for decommissioning information reguired
by WAC 246-235-075.

(3) Each person licensed by the department pursuant to chapters
( (246—233—and—246—235)) 246-220 through 246-254 WAC shall confine use
and possession of the radiocactive material ((+ieemsed)) to the loca-
tions and purposes authorized by the license. Except as otherwise pro-
vided in the license, a license issued pursuant to the rules in chap-
ters 246-220 through 246-254 WAC carries with it the right to receive,
acquire, own, and possess radiocactive material. Preparation for ship-
ment and transport of radiocactive material must be in accordance with
the provisions of chapter 246-231 WAC.

(4) Approval of licensee's procedures by the department does not
release the licensee from responsibility if adherence to these proce-
dures results in undue exposure to individuals or loss of control of
radioactive material.

(5) The department may incorporate, in any license issued pur-—
suant to the rules in chapters 246-220 through 246-254 WAC, at the
time of issuance, or thereafter by appropriate rule or order, such ad-
ditional requirements and conditions with respect to the licensee's
receipt, possession, use, and transfer of radiocactive material as it
deems appropriate or necessary in order to:

(a) Protect health or to minimize danger to life or property;

(b) Require such reports and the keeping of such records, and to
provide for such inspections of activities under the license as may be
necessary or appropriate to effectuate the purposes of chapters
70A.388 RCW and 246-220 through 246-254 WAC.

(6) Licensees required to submit emergency plans by WAC
246-235-077 must follow the emergency plan approved by the department.
The licensee may change the approved emergency plan without department
approval only if the changes do not decrease the effectiveness of the
plan. The licensee must furnish the change to the department and to
affected offsite response organizations within six months after the
change is made. Proposed changes that decrease, or potentially de-
crease, the effectiveness of the approved emergency plan may not be
implemented without prior application to and prior approval by the de-
partment.

(7) Fach licensee preparing technetium-99m radiopharmaceuticals
from molybdenum-99/technetium-99m generators or rubidium-82 from
strontium-82/rubidium-82 generators must test the generator eluates
for molyvbdenum-99 breakthrough or strontium-82 and strontium-85 con-
tamination, respectively, in accordance with WAC 246-240-160. The 1i-
censee must record the results of each test and retain each record for
three vears after the record is made. The licensee must report the re-
sults of any test that exceeds the permissible concentration listed in
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WAC 246-240-160(1) at the time of generator elution, in accordance
with WAC 246-240-660.

(8) Each specific licensee must notify the department of health,
office of radiation protection, in writing, immediately following the
filing of a voluntary or involuntary petition for bankruptcy under any
chapter of Title 11 (Bankruptcy) of the United States Code by or
against:

(a) The licensee;

(b) An entity (as the term is defined in 11 U.S.C. 101(15)) con-
trolling the licensee or listing the license or licensee as property
of the estate; or

(c) An affiliate (as the term is defined in 11 U.S.C. 101(2)) of
the licensee.

((#6)F)) (9) The specific licensee's bankruptcy notification must
include:

(a) The bankruptcy court in which the petition for bankruptcy was
filed;

(b) The date of the filing of the petition;

(c) A complete and detailed inventory of all radiocactive material
possessed under the license including nuclide, form, activity and
planned disposition;

(d) An estimation of the type and quantities of radiocactive mate-
rial the licensee plans to continue to receive or use on a routine ba-
sis;

(e) A description of security and storage for the radioactive ma-
terial currently possessed;

(f) A plan for radioactive waste disposal, the estimated comple-
tion date(s), and the cost;

(g) An evaluation of facility and equipment contamination, esti-
mate of clean-up costs, and a decontamination plan which includes a
thorough description of how the cleanup will be funded and how it will
be accomplished;

(h) An organizational chart specifying sole owners, partnerships,
or officers in the corporation who have legal and fiscal responsibili-
ties for the licensee;

(1) A description of any other changes affecting the terms and
conditions of the radiocactive materials license.

((Hr)) [(10) Each specific licensee must notify the department
within five working days if any items in subsection ((46))) (9) of
this section change during bankruptcy proceedings.

((#8)¥)) (11) The department will consider clean-up costs as part
of the licensee's administrative costs if decontamination is necessary

to comply with ( (hese—regultationss)) chapters 246-220 through 246-254
WAC.

((#%¥)) (12) Each general licensee required to register by WAC
246-233-020 (3) (k) must notify the department of health, radiation
protection, in writing, immediately following the filing of a volunta-
ry or involuntary petition for bankruptcy under any chapter of Title
11 (Bankruptcy) of the United States Code by or against:

(a) The licensee;

(b) An entity (as that term is defined in 11 U.S.C. 101 (15)) con-
trolling the licensee or listing the license or licensee as property
of the estate; or

(c) An affiliate (as that term is defined in 11 U.S.C. 101(2)) of
the licensee.

((#+0>)) (13) The general licensee's bankruptcy notification must
include:
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(a) The bankruptcy court in which the petition for bankruptcy was
filed; and

(b) The date of the filing of the petition.
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gauge licensee must use a minimum of two independent physical controls
that form tangible barriers to secure portable gauges from unauthor-
ized removal, whenever portable gauges are not under the control and
constant surveillance of the licensee.

(15) (a) Authorization under WAC 246-235-010 to produce positron
emission tomography radiocactive drugs for noncommercial transfer to
medical use licensees in its consortium does not relieve the licensee
from complying with applicable United States Food and Drug Administra-
tion, other federal, and state requirements governing radiocactive
drugs.

(b) Fach licensee authorized under WAC 246-235-010 to produce
positron emission tomography radioactive drugs for noncommercial
transfer to medical use licensees in its consortium shall:

(1) Satisfy the labeling requirements in WAC 246-235-100 for each
positron emission tomography radioactive drug transport radiation
shield and each syringe, vial, or other container used to hold a posi-
tron emission tomography radiocactive drug intended for noncommercial
distribution to members of its consortium.

(1i) Possess and use instrumentation to measure the radiocactivity
of the positron emission tomography radioactive drugs intended for
noncommercial distribution to members of its consortium and meet the
procedural, radiocactivity measurement, instrument test, instrument
check, and instrument adjustment regquirements in WAC 246-235-100.

(c) A licensee that is a pharmacy authorized under WAC
246-235-010 to produce positron emission tomography radiocactive drugs
for noncommercial transfer to medical use licensees in its consortium
must require that any individual that prepares positron emission to-
mography radioactive drugs must be:

(1) An authorized nuclear pharmacist that meets the requirements
in WAC 246-235-100; or

(1i) An individual under the supervision of an authorized nuclear
pharmacist as specified in WAC 246-240-057.

(d) A pharmacy, authorized under WAC 246-235-010 to produce posi-
tron emission tomography radiocactive drugs for noncommercial transfer
to medical use licensees in its consortium that allows an individual
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to work as an authorized nuclear pharmacist, must meet the require-
ments of WAC 246-235-100.

[Statutory Authority: RCW 70.98.050. WSR 13-24-025, § 246-232-050,
filed 11/22/13, effective 12/23/13; WSR 04-04-055, § 246-232-050,
filed 1/30/04, effective 3/1/04. Statutory Authority: RCW 70.98.050
and 70.98.080. WSR 92-06-008 (Order 245), § 246-232-050, filed
2/21/92, effective 3/23/92. Statutory Authority: RCW 43.70.040. WSR
91-02-049 (Order 121), recodified as § 246-232-050, filed 12/27/90,
effective 1/31/91. Statutory Authority: RCW 70.98.080. WSR 87-01-031
(Order 2450), § 402-19-300, filed 12/11/86; WSR 83-19-050 (Order
2026), § 402-19-300, filed 9/16/83. Statutory Authority: RCW
70.98.050. WSR 81-01-011 (Order 1570), § 402-19-300, filed 12/8/80.
Statutory Authority: RCW 70.98.080. WSR 79-12-073 (Order 1459), §
402-19-300, filed 11/30/79, effective 1/1/80.]

AMENDATORY SECTION (Amending WSR 13-24-025, filed 11/22/13, effective
12/23/13)

WAC 246-232-060 Termination of licenses and decommissioning of
sites and separate buildings or outdoor areas. (1) Each specific 1li-
censee shall immediately notify the department in writing when the 1li-
censee decides to permanently discontinue all activities involving ma-
terials authorized under the license and request termination of the
license. This notification and request for termination of the license
must include the reports and information specified in subsection
(3) (c¢) and (d) of this section. The licensee is subject to the provi-
sions of subsections (3) and (4) of this section, as applicable.

(2) No less than ((£kirty)) 30 days before the expiration date
specified in a specific license, the licensee shall either:

(a) Submit an application for license renewal under WAC
246-235-050; or

(b) Notify the department in writing if the licensee decides not
to renew the license.

(3) If a specific licensee does not submit an application for 1i-
cense renewal under WAC 246-235-050, the licensee shall on or before
the expiration date specified in the license:

(a) Terminate use of radioactive material;

(b) Properly dispose of radioactive material;

(c) Submit a completed departmental form "Certificate of disposi-
tion of radioactive material" or equivalent; and

(d) Submit a radiation survey report to confirm the absence of
radiocactive materials or establish the levels of radiocactive contami-
nation, unless the department determines a radiation survey report is
not necessary.

(1) If no radioactive contamination attributable to activities
conducted under the license is detected, the licensee shall submit a
certification that no detectable radioactive contamination was found.
If the information submitted under this paragraph and subsection
(3) (c) and (d) of this section is adequate, the department will notify
the licensee in writing that the license is terminated.

(11) If detectable levels of radioactive contamination attributa-
ble to activities conducted under the license are found, the license
continues in effect beyond the expiration date, if necessary, with re-
spect to possession of residual radioactive material present as con-
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tamination until the licensee meets the criteria established in chap-
ter 246-246 WAC and the department notifies the licensee in writing
that the license is terminated. During this time, the licensee is sub-
ject to the provisions of subsection (4) of this section. In addition
to the information submitted under subsection (3) (¢) and (d) of this
section, the licensee shall submit a plan for decontamination, if nec-
essary.

(4) Each specific licensee who possesses residual radioactive ma-
terial under subsection (3) (d) (ii) of this section, following the ex-
piration of the license, shall:

(a) Be limited to actions, involving radicactive material related
to decontamination and preparation for release in accordance with
chapter 246-246 WAC; and

(b) Continue to control entry to restricted areas until:

(1) Such areas are suitable for release in accordance with chap-
ter 246-246 WAC;

(ii) Contaminated equipment complies with guidance contained in
WAC 246-232-140, Schedule D; and

(iii) The department notifies the licensee in writing that the
license is terminated.

(5) Each general licensee licensed under the provisions of WAC
246-233-040, shall immediately notify the department in writing when
the licensee decides to discontinue all activities involving radiocac-
tive materials authorized under the general license. Such notification
shall include a description of how the generally licensed material was
disposed and the results of facility surveys, if applicable, to con-
firm the absence of radioactive materials.

(6) Within ((sixty)) 60 days of the occurrence of any of the fol-
lowing, each specific licensee shall provide notification to the de-
partment in writing of such occurrence, and either begin decommission-
ing its site, or any separate building or outdoor area that contains
residual radiocactivity so that the site, building, or outdoor area is
suitable for release in accordance with chapter 246-246 WAC, or submit
within ((twedtwve)) 12 months of notification a decommissioning plan, if
required by subsection (10) (a) of this section, and begin decommis-
sioning upon approval of that plan if:

(a) The license has expired or has been revoked by the depart-
ment; or

(b) The licensee has decided to permanently cease principal ac-
tivities, as defined in this section, at the entire site or in any
separate building or outdoor area that contains residual radioactivity
such that the site, building, or outdoor area is unsuitable for re-
lease in accordance with chapter 246-246 WAC; or

(c) No principal activities under the license have been conducted
for a period of ((Ewemnty—Ffour)) 24 months; or

(d) No principal activities have been conducted for a period of
( (Ewerty—Ffour)) 24 months in any separate building or outdoor area
that contains residual radiocactivity such that the building or outdoor
area 1is unsuitable for release in accordance with chapter 246-246 WAC.

(7) As used in this section, principal activities means activi-
ties authorized by the license which are essential to achieving the
purpose (s) for which the license was issued or amended. Storage during
which no licensed material is accessed for use or disposal and activi-
ties incidental to decontamination or decommissioning are not princi-
pal activities.

(8) Coincident with the notification required by subsection (6)
of this section, the licensee shall maintain in effect all decommis-—-
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sioning financial assurances established by the licensee pursuant to
WAC 246-235-075 or as required by this section. The amount of the fi-
nancial assurance must be increased, or may be decreased, as appropri-
ate, to cover the detailed cost estimate for decommissioning estab-
lished pursuant to subsection (10) (d) (v) of this section. Following
approval of the decommissioning plan, a licensee may reduce the amount
of the financial assurance as decommissioning proceeds and radiologi-
cal contamination is reduced at the site with the approval of the de-
partment.

(9) The department may grant a request to extend the time periods
established in subsection (6) of this section if the department deter-
mines that this relief is not detrimental to the public health and
safety and is otherwise in the public interest. The request must be
submitted no later than ((fkirty)) 30 days before notification pur-
suant to subsection (6) of this section. The schedule for decommis-
sioning set forth in subsection (6) of this section may not commence
until the department has made a determination on the request.

(10) (a) A decommissioning plan must be submitted if required by
license condition or if the procedures and activities necessary to
carry out decommissioning of the site or separate building or outdoor
area have not been previously approved by the department and these
procedures could increase potential health and safety impacts to work-
ers or to the public, such as in any of the following cases:

(i) Procedures would involve technigques not applied routinely
during cleanup or maintenance operations;

(ii) Workers would be entering areas not normally occupied where
surface contamination and radiation levels are significantly higher
than routinely encountered during operation;

(iii) Procedures could result in significantly greater airborne
concentrations of radicactive materials than are present during opera-
tion; or

(iv) Procedures could result in significantly greater releases of
radicactive material to the environment than those associated with op-
eration.

(b) The department may approve an alternate schedule for submit-
tal of a decommissioning plan required pursuant to subsection (6) of
this section if the department determines that the alternative sched-
ule is necessary to the effective conduct of decommissioning opera-
tions and presents no undue risk from radiation to the public health
and safety and is otherwise in the public interest.

(c) Procedures such as those listed in (a) of this subsection
with potential health and safety impacts may not be carried out prior
to approval of the decommissioning plan.

(d) The proposed decommissioning plan for the site or separate
building or outdoor area must include:

(1) A description of the conditions of the site or separate
building or outdoor area sufficient to evaluate the acceptability of
the plan;

(ii) A description of planned decommissioning activities;

(iii) A description of methods used to ensure protection of work-
ers and the environment against radiation hazards during decommission-
ing;

(iv) A description of the planned final radiation survey;

(v) An updated detailed cost estimate for decommissioning, com-
parison of that estimate with present funds set aside for decommis-
sioning, and a plan for assuring the availability of adequate funds
for completion of decommissioning;
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(vi) A description of the physical security plan and material
control and accounting plan provisions in place during decommission-
ing;

(vii) For decommissioning plans calling for completion of decom-
missioning later than ((twemty—fowr)) 24 months after plan approval,
the plan shall include a justification for the delay based on the cri-
teria in subsection (12) of this section.

(e) The proposed decommissioning plan will be approved by the de-
partment if the information therein demonstrates that the decommis-
sioning will be completed as soon as practicable and that the health
and safety of workers and the public will be adequately protected.

(11) (a) Except as provided in subsection (12) of this section,
licensees shall complete decommissioning of the site or separate
building or outdoor area as soon as practicable but no later than
( (Ewerty—Ffour)) 24 months following the initiation of decommissioning.

(b) Except as provided in subsection (12) of this section, when
decommissioning involves the entire site, the licensee shall request
license termination as soon as practicable but no later than ( (&wenty—
fewr)) 24 months following the initiation of decommissioning.

(12) The department may approve a request for an alternative
schedule for completion of decommissioning of the site or separate
building or outdoor area, and license termination if appropriate, if
the department determines that the alternative is warranted by consid-
eration of the following:

(a) Whether it is technically feasible to complete decommission-
ing within the allotted ( (twenty—feour—menth)) 24-month period;

(b) Whether sufficient waste disposal capacity is available to
allow completion of decommissioning within the allotted ( (twenty—four—
menth)) 24-month period;

(c) Whether a significant volume reduction in wastes requiring
disposal will be achieved by allowing short-lived radionuclides to de-
cay;

(d) Whether a significant reduction in radiation exposure to
workers can be achieved by allowing short-lived radionuclides to de-
cay; and

(e) Other site-specific factors which the department may consider
appropriate on a case-by-case basis, such as the regulatory require-
ments of other government agencies, lawsuits, groundwater treatment
activities, monitored natural groundwater restoration, actions that
could result in more environmental harm than deferred cleanup, and
other factors beyond the control of the licensee.

(13) As the final step in decommissioning, the licensee shall:

(a) Certify the disposition of all licensed material, including
accumulated wastes, by submitting a completed certificate of disposi-
tion of radioactive material or equivalent information; and

(b) Conduct a radiation survey of the premises where the licensed
activities were carried out and submit a report of the results of this
survey, unless the licensee demonstrates in some other manner that the
premises are suitable for release in accordance with the criteria for
decommissioning in chapter 246-246 WAC. The licensee shall, as appro-
priate:

(1) Report levels of gamma radiation in units of millisieverts
(microroentgen) per hour at one meter from surfaces, and report levels
of radiocactivity, including alpha and beta, in units of megabecquerels
(disintegrations per minute or microcuries) per ((eme—hundred)) 100
square centimeters—removable and fixed—for surfaces, megabecquerels
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(microcuries) per milliliter for water, and becquerels (picocuries)
per gram for solids such as soils or concrete; and

(ii) Specify the survey instrument (s) used and certify that each
instrument is properly calibrated and tested.

(14) Specific licenses, including expired licenses, will be ter-
minated by written notice to the licensee when the department deter-
mines that:

(a) Radioactive material has been properly disposed;

(b) Reasonable effort has been made to eliminate residual radio-
active contamination, if present; and

(c) (1) A radiation survey has been performed which demonstrates
that the premises are suitable for release in accordance with the cri-
teria for decommissioning in chapter 246-246 WAC; or

(ii) Other information submitted by the licensee is sufficient to
demonstrate that the premises are suitable for release in accordance
with the criteria for decommissioning in chapter 246-246 WAC; and

(d) Records required by subsections (16) and (18) of this section
have been received.

(15) Specific licenses for uranium and thorium milling are exempt
from subsections (6) (d), (9) and (10) of this section with respect to
reclamation of tailings impoundments or waste disposal areas.

(16) Prior to license termination, each licensee authorized to
possess radioactive material with a half-life greater than ((eme—hun—
dred—twenty)) 120 days, in an unsealed form, shall forward the follow-
ing records to the department:

(a) Records of disposal required by WAC 246-221-230 (8) (a); and

(b) Records of results required by WAC 246-221-230 (7) (h).

(17) If licensed activities are transferred or assigned in ac-
cordance with WAC 246-232-050(2), each licensee authorized to possess
radicactive material, with a half-life greater than ((emre—hundred
£wenty)) 120 days, in an unsealed form, shall transfer the following
records to the new licensee and the new licensee will be responsible
for maintaining these records until the license is terminated:

(a) Records of disposal required by WAC 246-221-230 (8) (a); and

(b) Records of results required by WAC 246-221-230 (7) (h).

(18) Prior to license termination, each licensee shall forward
the records required by WAC 246-235-075(6) to the department.

[Statutory Authority: RCW 70.98.050. WSR 13-24-025, § 246-232-060,
filed 11/22/13, effective 12/23/13; WSR 04-04-055, § 246-232-060,
filed 1/30/04, effective 3/1/04; WSR 00-07-085, § 246-232-060, filed
3/15/00, effective 4/15/00; WSR 99-15-105, § 246-232-060, filed
7/21/99, effective 8/21/99. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 97-08-095, § 246-232-060, filed 4/2/97, effective
5/3/97; WSR 91-15-112 (Order 184), § 246-232-060, filed 7/24/91, ef-
fective 8/24/91. Statutory Authority: RCW 43.70.040. WSR 91-02-049
(Order 121), recodified as § 246-232-060, filed 12/27/90, effective
1/31/91. Statutory Authority: RCW 70.98.080. WSR 83-19-050 (Order
2026), § 402-19-330, filed 9/16/83.]
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AMENDATORY SECTION (Amending WSR 13-24-025, filed 11/22/13, effective
12/23/13)

WAC 246-232-080 Transfer of material. (1) No licensee shall
transfer radiocactive material except as authorized pursuant to this
section.

(2) Except as otherwise provided in the license and subject to
the provisions of this section, a licensee may transfer radioactive
material:

(a) To the department. A licensee may transfer material to the
department only after receiving prior approval from the department;

(b) To the United States Department of Energy;

(c) To a person exempt from the rules in this part to the extent
permitted under such exemption;

(d) To a person authorized to receive such material under terms
of a general license or its equivalent, or a specific license or
equivalent licensing document, issued by the department, the NRC or an
agreement state, or to a person otherwise authorized to receive such
material by the federal government or an agency thereof, the depart-
ment, or an agreement state; or

(e) As otherwise authorized by the department in writing.

(3) Before transferring radioactive material to a specific licen-
see of the department, the NRC or an agreement state, or to a general
licensee who is required to register with the department, the NRC or
an agreement state prior to receipt of the radicactive material, the
licensee transferring the material must verify that the transferee's
license authorizes the receipt of the type, form, and gquantity of ra-
diocactive material to be transferred.

(4) The following methods for the verification required by sub-
section (3) of this section are acceptable:

(a) The transferor may obtain for possession, and read, a current
copy of the transferee's specific license or registration certificate;

(b) The transferor may obtain for possession a written certifica-
tion from the transferee that the transferee is authorized by license
or registration certificate to receive the type, form, and gquantity of
radicactive material to be transferred, specifying the license or reg-
istration certificate number, issuing agency, and expiration date;

(c) For emergency shipments the transferor may accept oral cer-
tification by the transferee that the transferee is authorized by 1li-
cense or registration certificate to receive the type, form, and guan-
tity of radioactive material to be transferred, specifying the license
or registration certificate number, issuing agency, and expiration
date: Provided, That the oral certification is confirmed in writing
within ((fewr)) 10 days;

(d) The transferor may obtain other sources of information com-
piled by a reporting service from official records of the department,
the NRC or the licensing agency of an agreement state as to the iden-
tity of licensees and the scope and expiration dates of licenses and
registration; or

(e) When none of the methods of verification described in subsec-
tion (4) of this section are readily available or when a transferor
desires to verify that information received by one of such methods is
correct or up-to-date, the transferor may obtain and record confirma-
tion from the department, the NRC or the licensing agency of an agree-
ment state that the transferee is licensed to receive the radioactive
material.
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(5) Preparation for shipment and transport of radiocactive materi-
al must be in accordance with the provisions of WAC 246-232-090.

(6) The requirements of subsection (4) of this section notwith-
standing, no verification is required when returning used, unused or
decayed sources of radiation to the original manufacturer, (e.g., in-
dustrial radiography sources, high dose-rate afterloader sources, tel-
etherapy sources, portable moisture/density gauge sources, fixed gauge
sources, and Mo-99/Tc-99m or Rb-82/Sr-82 generators).

[Statutory Authority: RCW 70.98.050. WSR 13-24-025, § 246-232-080,
filed 11/22/13, effective 12/23/13. Statutory Authority: RCW 70.98.050
and 70.98.080. WSR 91-15-112 (Order 184), § 246-232-080, filed
7/24/91, effective 8/24/91. Statutory Authority: RCW 43.70.040. WSR
91-02-049 (Order 121), recodified as § 246-232-080, filed 12/27/90,
effective 1/31/91. Statutory Authority: RCW 70.98.080. WSR 87-01-031
(Order 2450), § 402-19-400, filed 12/11/86. Statutory Authority: RCW
70.98.050. WSR 81-01-011 (Order 1570), § 402-19-400, filed 12/8/80.
Statutory Authority: RCW 70.98.080. WSR 79-12-073 (Order 1459), §
402-19-400, filed 11/30/79, effective 1/1/80. Formerly WAC
402-20-170.]

SCHEDULES

AMENDATORY SECTION (Amending WSR 16-13-054, filed 6/10/16, effective
7/11/16)

WAC 246-232-130 Schedule C, exempt concentrations. (See WAC
246-232-010(1) .)
Column IT
Liquid
Column I and
Gas } solid )
Element (atomic concentration concentration
number) Radionuclide pCi/mi! pCi/mi?
Antimony (51)  Sb-122 3x104
Sb-124 2x104
Sb-125 1x1073
Argon (18) Ar-37 1x1073
Ar-41 4x1077
Arsenic (33) As-73 5x1073
As-74 5x10™
As-76 2x10
As-77 8x10™
Barium (56) Ba-131 2x1073
Ba-140 3x10
Beryllium (4) Be-7 2x1072
Bismuth (83) Bi-206 4x104
Bromine (35) Br-82 4x1077 3x1073
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Column IT
Liquid
Column I and
Gas solid ]

Element (atomic concentration concentration
number) Radionuclide pCi/mi! uCi/ml2
Cadmium (48)  Cd-109 2x10°3
Cd-115m 3x10™
Cd-115 3x10
Calcium (20) Ca-45 9x10°?
Ca-47 5x10
Carbon (6) C-14 1x106 8x1073
Cerium (58) Ce-141 9x104
Ce-143 4x10™
Ce-144 1x10*
Cesium (55) Cs-131 2x102
Cs-134m 6x1072
Cs-134 9x10°3
Chlorine (17) Cl-38 9x10°7 4x1073
Chromium (24)  Cr-51 2x1072
Cobalt (27) Co-57 5x1073
Co-58 1x1073
Co-60 5x10
Copper (29) Cu-64 3x1073
Dysprosium (66) Dy-165 4x10°3
Dy-166 4x104
Erbium (68) Er-169 9x10™
Er-171 1x1073
Europium (63)  Eu-152 (9.2 h) 6x10
Eu-155 2x1073
Fluorine (9) F-18 2x10°6 8x1073
Gadolinium (64) Gd-153 2x10°3
Gd-159 8x10™
Gallium (31) Ga-72 4x10
Germanium (32) Ge-71 2x10°2
Gold (79) Au-196 2x1073
Au-198 5x10
Au-199 2x1073
Hafnium (72) Hf-181 7x1074
Hydrogen (1) H-3 5x10°0 3x1072
Indium (49) In-113m 1x102
In-114m 2x10
Iodine (53) 1-125 3x10°° 2x10°5
I-126 3x107? 2x1073
I-131 3x10 2x10°5
1-132 8x108 6x10
1-133 1x108 7x107
I-134 2x1077 1x1073
Iridium (77) Ir-190 2x1073
Ir-192 4x10
Ir-194 3x10

[ 21 ]
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Column IT
Liquid
Column I and
Gas solid )

Element (atomic concentration concentration
number) Radionuclide pCi/mi! uCi/ml2
Tron (26) Fe-55 8x1073
Fe-59 6x10™

Krypton (36) Kr-85m 1x106
Kr-85 3x10©
Lanthanum (57)  La-140 2x1074
Lead (82) Pb-203 4x10°3
Lutetium (71) Lu-177 1x1073
Manganese (25) Mn-52 3x10
Mn-54 1x1073
Mn-56 1x10°3
Mercury (80) Hg-197m 2x1073
Hg-197 3x10°3
Hg-203 2x10™
Molybdenum (42) Mo-99 2x1073
Neodymium (60) Nd-147 6x10
Nd-149 3x1073
Nickel (28) Ni-65 1x1073
Niobium (41) Nb-95 1x1073
Nb-97 9x10°3
Osmium (76) 0Os-185 7x10™
Os-191m 3x1072
0s-191 2x1073
0s-193 6x10
Palladium (46)  Pd-103 3x1073
Pd-109 9x10
Phosphorus (15)  P-32 2x10
Platinum (78) Pt-191 1x10°3
Pt-193m 1x1072
Pt-197m 1x1072
Pt-197 1x10°3
Potassium (19)  K-42 3x1073
Praseodymium Pr-142 3x10
(39 Pr-143 5x10
Promethium (61) Pm-147 2x1073
Pm-149 4x10
Radium (88) Ra-226 1x1077
Ra-228 3x1077
Rhenium (75) Re-183 6x1073
Re-186 9x10™
Re-188 6x10
Rhodium (45) Rh-103m 1x107!
Rh-105 1x1073
Rubidium (37)  Rb-86 7x107
[ 22 ]
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Column IT
Liquid
Column I and
Gas solid ]
Element (atomic concentration concentration
number) Radionuclide pCi/mi! uCi/ml2
Ruthenium (44)  Ru-97 4x10°3
Ru-103 8x10
Ru-105 1x10°3
Ru-106 1x104
Samarium (62)  Sm-153 8x10
Scandium (21)  Sc-46 4x10
Sc-47 9x10™
Sc-48 3x10
Selenium (34) Se-75 3x1073
Silicon (14) Si-31 9x10°3
Silver (47) Ag-105 1x10°3
Ag-110m 3x10
Ag-111 4x10™
Sodium (11) Na-24 2x1073
Strontium (38)  Sr-85 1x1073
Sr-89 1x10*
Sr-91 7x10
Sr-92 7x107
Sulfur (16) S-35 9x10-8 6x10
Tantalum (73) Ta-182 4x10
Technetium (43)  Tc-96m 1x10°!
Tc-96 1x1073
Tellurium (52)  Te-125m 2x1073
Te-127m 6x10
Te-127 3x1073
Te-129m 3x10
Te-131m 6x10™
Te-132 3x10™
Terbium (65) Tb-160 4x10™
Thallium (81) TI-200 4x1073
TI-201 3x1073
TI-202 1x1073
TI-204 1x1073
Thulium (69) Tm-170 5x107
Tm-171 5x1073
Tin (50) Sn-113 9x10
Sn-125 2x10™
Tungsten W-181 4x1073
(Wolfram) (74) W-187 %104
Vanadium (23)  V-48 3x10
Xenon (54) Xe-131m 4x10°6
Xe-133 3x10
Xe-135 1x10°°
Ytterbium (70)  Yb-175 1x1073
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Column IT
Liquid
Column I and
Gas solid
Element (atomic concentration concentration
number) Radionuclide pCi/mi! uCi/ml2
Yttrium (39) Y-90 2x10
Y-91m 3x1072
Y-91 3x104
Y-92 6x104
Y-93 3x10
Zinc (30) Zn-65 1x103
Zn-69m 7x10°4
Zn-69 2x102
Zirconium (40)  Zr-95 6x10™
Zr-97 2x104
Beta or gamma emitting
radioactive material not listed
above with half-life less than
((3)) three years 1x10710 1x10°°
Notes: 1 Values are given in Column I only for those materials
normally used as gases
2 1Ci/gm for solids
Note 1: Many radionuclides decay into nuclides which are also

radioactive. In expressing the concentrations in Schedule C
the activity stated is that of the parent nuclide and takes into

account the daughters.

Note 2: For purposes of WAC 246-232-010(1) where there is
involved a combination of nuclides, the limit for the

combination should be derived as follows: Determine for

each nuclide in the product the ratio between the
concentration present in the product and the exempt

concentration established in Schedule C for the specific
nuclide when not in combination. The sum of such ratios

may not exceed "1" (i.e., unity).

Example:

Concentration of Nuclide A in Product

Exempt concentration of Nuclide A
+

Concentration of Nuclide B in Product

Exempt concentration of Nuclide B
<l

Note 3: For the purpose of determining concentration in a product or
device, the total quantity of radioactive material present is
divided by only that weight or volume of the discrete part or

component throughout which the radioactive material is

relatively uniformly distributed. If the weight or volume of

this part or component cannot be determined then the
product or device should be evaluated on the basis of the

total quantity of radioactive material present.

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 16-13-054, §
246-232-130, filed 6/10/16, effective 7/11/16. Statutory Authority:
RCW 70.98.050. WSR 13-24-025, § 246-232-130, filed 11/22/13, effective
12/23/13; WSR 01-02-068, § 246-232-130, filed 12/29/00, effective

1/29/01.

Statutory Authority: RCW 70.98.050 and 70.98.080. WSR

91-15-112 (Order 184), § 246-232-130, filed 7/24/91, effective

8/24/91.

121),

Statutory Authority: RCW 43.70.040. WSR 91-02-049 (Order
recodified as § 246-232-130, filed 12/27/90,
Statutory Authority: RCW 70.98.080. WSR 87-01-031

effective 1/31/91.
(Order 2450), S

402-19-580, filed 12/11/86; WSR 83-19-050 (Order 2026), § 402-19-580,
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filed 9/16/83; WSR 79-12-073 (Order 1459), § 402-19-580, filed
11/30/79, effective 1/1/80. Formerly WAC 402-20-250.]

AMENDATORY SECTION (Amending WSR 09-06-003, filed 2/18/09, effective
3/21/09)

WAC 246-232-140 Schedule D.

ACCEPTABLE SURFACE CONTAMINATION LEVELS

REMOVABLE BE F
NUCLIDES A AVERAGE BCF MAXIMUM BD F WIPE LIMITS
U-nat, U-235, U-238, and 5,000 dpm/100 cm? 15,000 dpm/100 cm? 1,000 dpm /100 cm?
associated decay products
Transuranics, Ra-226, Ra-228, 100 dpm/100 cm? 300 dpm/100 cm? 20 dpm/100 cm?
Th-230, Th-228, Pa-231, Ac-227,
1-125,1-129
Th-nat, Th-232, Sr-90, Ra-223, 1000 dpm/100 cm? 3000 dpm/100 cm? 200 dpm/100 cm?
Ra-224, U-232, 1-126, 1-131,
1-133
Beta-gamma emitters (nuclides 5000 dpm/100 cm? 15,000 dpm/100 cm? 1000 dpm By/100 cm?

with decay modes other than
alpha emission or spontaneous
fission) except SR-90 and others
noted above

Where surface contamination by both alpha- and beta-gamma-emitting nuclides exists, the limits established for alpha-and beta-gamma-

emitting nuclides should apply independently.

As used in this table, dpm (disintegrations per minute) means the rate of emission by radioactive material as determined by correcting the

counts per minute observed by an appropriate detector for background, efficiency, and geometric factors associated with the instrumentation.

Measurements of average contaminant should not be averaged over more than ((1)) one square meter. For objects of less surface area, the

average should be derived for each such object.

The maximum contamination level applies to an area of not more than 100 cm?.

The amount of removable radioactive material per 100 cm? of surface area should be determined by wiping that area with dry filter or soft

absorbent paper, applying moderate pressure, and assessing the amount of radioactive material on the wipe with an appropriate instrument of

known efficiency. When removable contamination on objects of less surface area is determined, the pertinent levels should be reduced

proportionally and the entire surface should be wiped.

F The average and maximum radiation levels associated with surface contamination resulting from beta-gamma emitters should not exceed 0.2
mrad/hr at ((3)) one cm and 1.0 mrad/hr at ((4)) one cm, respectively, measured through not more than ((#)) seven milligrams per square
centimeter of total absorber.

mg O w

[Statutory Authority: RCW 70.98.050 and 70.98.080. WSR 09-06-003, §
246-232-140, filed 2/18/09, effective 3/21/09. Statutory Authority:
RCW 43.70.040. WSR 91-02-049 (Order 121), recodified as § 246-232-140,
filed 12/27/90, effective 1/31/91. Statutory Authority: RCW 70.98.080.
WSR 87-01-031 (Order 2450), § 402-19-590, filed 12/11/86; WSR
83-19-050 (Order 2026), § 402-19-590, filed 9/16/83.]

FEES
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AMENDATORY SECTION (Amending WSR 17-01-034, filed 12/12/16, effective
1/12/17)

WAC 246-235-010 Filing application for specific licenses. (1
( (Apptieations—Ffor)) An applicant applying for a specific license ((
mast—be—Ffited—-on)) shall submit an application on a department ap-
proved form ((RHE-L)).

(2) The department may at any time after the filing of the origi-
nal application, and before the expiration of the license, require
further statements in order to enable the department to determine
whether the application should be granted or denied or whether a 1li-
cense should be modified or revoked.

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

(4) ((Anr—apptication—for aticensemay hnetude—areguest—Ffeor—
Heense—authorizingeone—or more—aectivities+)) An applicant may apply
on one application for multiple licenses authorizing other activities
under chapters 246-220 through 246-254 WAC and under chapter 70A.388
RCW, provided that the application specifies the activities for which
licenses are requested.

(5) In the application, the applicant may incorporate by refer-
ence information contained in previous applications, statements, or
reports filed with the department provided such references are clear
and specific.

(6) (a) Except as provided in ((4e}—Fh7—and—e))) (b), (c), and
(d) of this subsection, an application for a specific license to use
radicactive materials in the form of a sealed source or in a device
that contains the sealed source must:

((#=)r)) (i) Identify the source or device by manufacturer and
model number as registered with the department under WAC 246-235-108,
the NRC under 10 C.F.R. 32.210, an agreement state, or for a source or
a device containing radium-226 or accelerator-produced radiocactive ma-
terial with a state under provisions comparable to 10 C.F.R. 32.210;
or

)
=

((#Hr)) (ii) Contain the information identified in WAC
246-235-108(3) ((—ex) ) .

((#e>)) (b) For sources or devices manufactured before October
23, 2012, that are not registered with the NRC under 10 C.F.R. 32.210
or with an agreement state, and for which the applicant is unable to
provide all categories of information specified in WAC 246-235-108(3),
the application must include:

(1) All available information identified in WAC 246-235-108(3)
concerning the source, and, if applicable, the device; and

(11) Sufficient additional information to demonstrate that there
is reasonable assurance that the radiation safety properties of the
source or device are adequate to protect health and minimize danger to
life and property. Such information must include a description of the
source or device, a description of radiation safety features, the in-
tended use and associated operating experience, and the results of
((Ehe—mest)) a recent leak test.

((#)) (c) For sealed sources and devices allowed to be distrib-
uted without registration of safety information in accordance with WAC
246-235-108 (7) (a), the applicant may supply only the manufacturer,
model number, and radionuclide and quantity.
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((#e¥)) (d) If it is not feasible to identify each sealed source
and device individually, the applicant may propose constraints on the
number and type of sealed sources and devices to be used, and the con-
ditions under which they will be used, in lieu of identifying each
sealed source and device.

(7) Applications and documents submitted to the department may be
made available for public inspection except that the department may
withhold any document or part thereof from public inspection if dis-
closure of its content is not required in the public interest and
would adversely affect the interest of a person concerned.

(8) As provided by WAC 246-235-075, certain applications for spe-
cific licenses filed under chapters 246-220 through 246-254 WAC must
contain a proposed decommissioning funding plan or a certification of
financial assurance for decommissioning.

(9) An application from a medical facility, educational institu-
tion, or federal facility to produce positron emission tomography ra-
dioactive drugs for noncommercial transfer to licensees in its consor-
tium authorized for medical use under chapter 246-240 WAC must in-
clude:

(a) A request for authorization for the production of positron
emission tomography radionuclides or evidence of an existing license
issued under chapters 246-220 through 246-254 WAC for a positron emis-—
sion tomography radionuclide production facility within its consortium
from which it receives positron emission tomography radionuclides.

(b) Evidence that the applicant is gqualified to produce radioac-
tive drugs for medical use by meeting one of the criteria in WAC
246-235-100 (1) (b).

(c) TIdentification of individuals authorized to prepare the posi-
tron emission tomography radiocactive drugs if the applicant is a phar-
macy, and documentation that each individual meets the requirements of
an authorized nuclear pharmacist as specified in WAC 246-235-100
(2) (b) .

(d) Information identified in WAC 246-235-100 (1) (c) on the posi-
tron emission tomography drugs to be noncommercially transferred to
members of its consortium.

(10) An application for a license to receive and possess radioac-—
tive material for the conduct of any activity which the department has
determined will significantly affect the gquality of the environment
must be filed at least nine months prior to commencement of construc-
tion of the plant or facility in which the activity will be conducted
and must be accompanied by any environmental report required under WAC
246-235-086, chapter 197-11, or 246-03 WAC.

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 17-01-034, §
246-235-010, filed 12/12/16, effective 1/12/17; WSR 16-13-054, §
246-235-010, filed 6/10/16, effective 7/11/16. Statutory Authority:
RCW 70.98.050. WSR 15-06-015, § 246-235-010, filed 2/23/15, effective
3/26/15; WSR 13-24-025, § 246-235-010, filed 11/22/13, effective
12/23/13. Statutory Authority: RCW 70.98.050 and 70.98.080. WSR
09-06-003, § 246-235-010, filed 2/18/09, effective 3/21/09. Statutory
Authority: RCW 43.70.040. WSR 91-02-049 (Order 121), recodified as §
246-235-010, filed 12/27/90, effective 1/31/91. Statutory Authority:
RCW 70.98.080. WSR 79-12-073 (Order 1459), § 402-22-020, filed
11/30/79, effective 1/1/80. Formerly WAC 402-20-050.]
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AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-020 General requirements for the issuance of specif-
ic licenses. ( (A—Feense—apptication—wiltlbe approvedif—the depart—
ment—determines—+thats)) Upon a determination that an application meets
the reqguirements of this section, chapters 70A.388 RCW and 246-220
through 246-254 WAC, the department will issue a specific license au-
thorizing the possession and use of radioactive material.

(1) The application is for a purpose authorized by chapter
70A.388 RCW;

(2) The applicant is qualified by ((reasem—e£f)) training and ex-
perience to use the material ((im—euwestiern)) for the purpose requested
fe—pubtie)) in such manner as to protect health and safety and mini-
mize danger to life or property;

((#2¥)) (3) The applicant's proposed equipment, facilities, and
procedures are adequate to ( (minimizedanger—to—pubtie)) protect
health and safety and minimize danger to life or property;

(()) (4) The issuance of the license will not harm the health
and safety of the public; ((=ame

+4))) (5) The applicant satisfies any applicable special require-

ments in ( (WAE—246—235—0F5—+through 246—235—110—and—~chapters—246—246
threovgh—246—252—WAC~

+5)—Wher)) chapters 246-220 through 246-254 WAC; and

(6) In the case of an application for a license to receive and
possess radioactive material for commercial waste disposal by land
burial, source material milling, uranium enrichment facility construc-
tion and operation, production of uranium hexafluoride, or for the
conduct of any other activity which the department determines will
significantly affect the quality of the environment, the applicant may
not begin construction until the department has weighed the environ-
mental, economic, technical, and other benefits against the environ-
mental costs, and, considering available alternatives, has concluded
that the issuance of the license is appropriate, with any appropriate
conditions to protect environmental values. Commencement of construc-
tion prior to approval by the department shall be grounds for denial
of a license to receive and possess radioactive material in the plant
or facility. Commencement of construction as defined in chapter
246-220 WAC may include nonconstruction activities if the activity has
a reasonable nexus to radiological safety and security.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-020,
filed 2/23/15, effective 3/26/15; WSR 06-05-019, § 246-235-020, filed
2/6/06, effective 3/9/06; WSR 98-13-037, § 246-235-020, filed 6/8/98,
effective 7/9/98. Statutory Authority: RCW 70.98.050 and 70.98.080.
WSR 91-15-112 (Order 184), § 246-235-020, filed 7/24/91, effective
8/24/91. Statutory Authority: RCW 43.70.040. WSR 91-02-049 (Order
121), recodified as § 246-235-020, filed 12/27/90, effective 1/31/91.
Statutory Authority: RCW 70.98.080. WSR 87-01-031 (Order 2450), §
402-22-040, filed 12/11/86. Statutory Authority: Chapter 70.121 RCW.
WSR 81-16-031 (Order 1683), § 402-22-040, filed 7/28/81. Statutory Au-
thority: RCW 70.98.080. WSR 79-12-073 (Order 1459), § 402-22-040,
filed 11/30/79, effective 1/1/80. Formerly WAC 402-20-060.]
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AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-075 Financial assurance and recordkeeping for decom-
missioning. (1) Each applicant for one of the following licenses
shall submit a decommissioning funding plan as described in this sec-
tion:

(a) A specific license authorizing receipt of radiocactive waste
for the purpose of volume reduction, repackaging or interim storage.

(b) Receipt of contaminated articles, scrap material, equipment,
or clothing to be decontaminated at the licensee's facility.

(c) A specific license authorizing the possession and use of ra-

dioactive material of half-1life greater than ((emre—hundred—Etwenty))

120 days and in quantities for unsealed material exceeding 103 times

and for sealed forms exceeding 10!0 times the applicable quantities
set forth in WAC 246-221-300 Appendix B (for a combination of nuclides
the unity rule applies. A decommissioning funding plan will be re-
quired if R is greater than 1, where R is defined as the sum of the
ratios of the quantity for sealed and unsealed forms of each nuclide
compared to the applicable value derived from WAC 246-221-300).

(d) A specific license authorizing possession and use of source
material in readily dispersible form and in quantities greater than
370 megabecquerels (10 millicuries).

(2) Each decommissioning funding plan must be submitted for re-
view and approval and must contain the following:

(a) A description of the facility and areas within the facility
likely to require decommissioning as a result of routine operation.

(b) A description of methods and general procedures for perform-
ing facility decontamination, maintaining security, and performing a
final radiation survey.

(c) A detailed cost estimate for decommissioning facilities im-
pacted by the activities authorized in the specific license reflect-
ing:

(1) The cost of an independent contractor to perform all decom-
missioning activities;

(ii) The cost of meeting WAC 246-246-020, Radiological criteria
for unrestricted use, or the cost of meeting WAC 246-246-030, Criteria
for license termination under restricted conditions, and WAC
246-246-040, Alternate criteria for license termination;

(1iii) Any previous spills of radioactive material;

(iv) An adequate contingency factor;

(v) A means for adjusting cost estimates and associated funding
levels periodically over the life of the facility or facilities;

(vi) Anticipated labor, equipment, and material costs;

(vii) Anticipated waste volume;

(viii) Anticipated volume of on-site subsurface material contain-
ing residual radiocactivity requiring remediation or disposal;

(ix) Anticipated packaging, transportation, and waste disposal
cost of decommissioning;

(x) Routine costs for packaging, transportation, and waste dis-
posal;

(xi) On-site disposal; and

(xii) Use of settling or evaporation ponds.

(d) A description of the method of assuring funds for decommis-
sioning, pursuant to subsection (4) of this section, including means
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for adjusting levels periodically over the life of the facility or fa-
cilities.

(e) Identification of and justification for the key assumptions
used and applied in the decommissioning cost estimate.

(f) A commitment to clean up accidental spills promptly and to
begin decommissioning of the facility or facilities within ( (Ewetwve))
12 months of ceasing operation involving radiocactive material.

(3) Each cost estimate for decommissioning must include identifi-
cation and justification of all key assumptions used in the plan and
cost estimate.

(4) Each applicant shall submit a certification that financial
assurance for decommissioning meets the amount of the approved decom-
missioning cost estimate prior to commencement of the use of any radi-
oactive materials. The applicant or licensee shall provide a signed
original of the financial instrument obtained to satisfy the financial
surety requirement unless a previously submitted and accepted finan-
cial instrument continues to cover the plan and cost estimate for de-
commissioning. That financial instrument must be one or more of the
following approved methods:

(a) Prepayment. Prepayment is the deposit of sufficient funds to
pay decommissioning costs. Funds must be deposited prior to the start
of operation into an account segregated from licensee assets and out-
side the licensee's administrative control. Prepayment may be in the
form of a trust, escrow account, government fund, certificate of de-
posit, or deposit of government securities. The funding must be stipu-
lated specifically for the purpose of decommissioning.

(b) 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 the form of a surety bond,
letter of credit, or line of credit. Any surety method or insurance
used to provide financial assurance for decommissioning must contain
the following conditions:

(1) The surety method or insurance must be open-ended or, if
written for a specified term, such as five years, must be renewed au-
tomatically unless ((afmety)) 90 days or more prior to the renewal
date, the issuer notifies the department, the beneficiary, and the 1i-
censee of its intention not to renew. The surety method or insurance
must also require that the full face amount be paid to the beneficiary
automatically prior to the expiration without proof of forfeiture if
the licensee fails to provide a replacement acceptable to the depart-
ment within ((fkierty)) 30 days after receipt of notification of can-
cellation.

(ii) The surety method or insurance must be payable to a trust
established for decommissioning costs. Funds must be placed into a
trust segregated from the licensee's assets, outside the licensee's
administrative control, and in which the adequacy of the trust funds
is to be assessed based on an assumed annual one percent real rate of
return on investment. The trustee and trust must be acceptable to the
department. Acceptable trustees include an appropriate state or feder-
al government agency or an entity which has the authority to act as a
trustee and whose trust operations are regulated and examined by a
federal or state agency.

(iii) The surety method or insurance must remain in effect until
the department has terminated the license.

(c) An external sinking fund in which deposits are made at least
annually, coupled with a surety method or insurance, the value of
which may decrease by the amount being accumulated in the sinking
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fund. An external sinking fund is a fund established and maintained by
setting aside funds periodically in an account segregated from licen-
see assets and outside the licensee's administrative control. The to-
tal amount of funds in the external sinking fund must be sufficient to
pay decommissioning costs at the time termination of operation is ex-
pected. An external sinking fund may be in the form of a trust, escrow
account, government fund, certificate of deposit, or deposit of gov-
ernment securities. The surety or insurance provisions must be as sta-
ted in subsection (4) (b) of this section.

(d) Statement of intent. In the case of state or local government
licensees, a statement of intent containing a cost estimate for decom-
missioning and indicating that funds for decommissioning will be ob-
tained when necessary.

(e) Other methods of financial assurance as approved by the de-
partment. The department may approve other financial mechanisms sub-
mitted by the applicant or licensee if the alternate method meets, at
a minimum, the requirements of 10 C.F.R. 30.35 and associated NRC
guidance.

(5) (a) The applicant or licensee shall submit to the department
for approval, an initial or updated decommissioning funding plan with
a detailed cost estimate prior to license issuance and shall submit an
updated plan at intervals not to exceed three years.

(b) The decommissioning funding plan must be resubmitted with ad-
justments as necessary to account for changes in costs and the extent
of contamination. The amount of the financial assurance may not be ad-
justed downward until the updated decommissioning funding plan is ap-
proved. The information submitted with the original or prior approved
decommissioning funding plan must be updated and submitted with the
adjusted decommissioning funding plan. It must specifically address
the effect of the following events on decommissioning costs:

(1) Facility modifications;

(ii) Changes in authorized possession limits;

(iii) Changes in process;

(iv) Spills of radioactive material and actual remediation costs
that exceed the previous cost estimate;

(v) Spills of radicactive material producing additional residual
radicactivity in on-site subsurface material;

(vi) Waste inventory increase above the amount previously estima-
ted;

(vii) Waste disposal costs increase above the amount previously
estimated;

(viii) On-site disposal;

(ix) Use of settling or evaporation ponds; and

(x) Any alteration which might affect the overall cost of decom-
missioning.

(c) The applicant or licensee shall incorporate department com-
ments into the decommissioning funding plan including its cost esti-
mate and shall revise its financial surety accordingly.

(d) Applicants shall obtain the appropriate financial assurance
as approved by the department prior to receipt of licensed material.
The department may issue a new license if the applicant agrees to com-
ply with the decommissioning funding plan as approved. If the appli-
cant defers execution of the financial instrument until after the 1i-
cense has been issued, a signed original of the financial instrument
obtained to satisfy the requirements of this section must be submitted
to the department before receipt of licensed material.
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(e) Licensees shall implement the financial assurance require-
ments within ((Ehirty)) 30 days of receiving department approval of
the initial or updated decommissioning funding plan. Licensees shall
submit copies of the financial surety within ((hirty)) 30 days of se-
curing the surety and annually thereafter.

(6) Each person licensed under this chapter shall keep records of
information important to the safe and effective decommissioning of the
facility in an identified location until the site is released for un-
restricted use. Before licensed activities are transferred or assigned
in accordance with WAC 246-232-050(2), licensees shall transfer all
records described in this subsection to the new licensee. In this
case, the new licensee will be responsible for maintaining these re-
cords until the license is terminated by the department. If records of
relevant information are kept for other purposes, reference to these
records and their locations may be used.

(a) An application for transfer of license must include:

(1) The identity, technical, and financial qualifications of the
proposed transferee; and

(ii) Financial assurance for decommissioning information required
by WAC 246-235-075.

(b) Information the department considers important to decommis-
sioning consists of:

(1) Records of spills or other unusual occurrences involving the
spread of contamination in and around the facility, equipment, or
site, including subsurface residual radicactivity. These records may
be limited to instances when contamination remains after any cleanup
procedures or when there is reasonable likelihood that contaminants
may have spread to inaccessible areas as in the case of possible seep-
age into porous materials such as concrete. These records must include
any known information on identification of involved nuclides, quanti-
ties, forms, and concentrations.

(ii) As-built drawings and modifications of structures and equip-
ment in restricted areas where radioactive materials are used or stor-
ed, and of locations of possible inaccessible contamination such as
buried pipes which may be subject to contamination. If required draw-
ings are referenced, each relevant document need not be indexed indi-
vidually. If drawings are not available, the licensee shall substitute
appropriate records of available information concerning these areas
and locations.

(iii) Except for areas containing only sealed sources (provided
the sources have not leaked or no contamination remains after any
leak) or depleted uranium used only for shielding or as penetrators in
unused munitions, or radioactive materials having only half-lives of
less than ((sixty—£fiwe)) 65 days, a list contained in a single docu-
ment and updated every two years, of the following:

(A) All areas designated and formerly designated as restricted
areas as defined under WAC 246-220-010;

(B) All areas outside of restricted areas that require documenta-
tion under (b) (1) of this subsection;

(C) All areas outside of restricted areas where current and pre-
vious wastes have been buried as documented under WAC 246-221-230
(8) (a); and

(D) All areas outside of restricted areas which contain material
such that, if the license expired, the licensee would be required to
either decontaminate the area to meet the criteria for decommissioning
in chapter 246-246 WAC or apply for approval for disposal under WAC
246-221-180. Records of the cost estimate performed for the decommis-
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sioning funding plan or of the amount certified for decommissioning,
and records of the funding method used for assuring funds if either a
funding plan or certification is used.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-075,
filed 2/23/15, effective 3/26/15; WSR 13-24-025, § 246-235-075, filed
11/22/13, effective 12/23/13. Statutory Authority: RCW 70.98.095 and
70.98.050. WSR 07-03-049, § 246-235-075, filed 1/12/07, effective
2/12/07. Statutory Authority: RCW 70.98.050. WSR 00-07-085, §
246-235-075, filed 3/15/00, effective 4/15/00; WSR 99-15-105, §
246-235-075, filed 7/21/99, effective 8/21/99. Statutory Authority:
RCW 70.98.050 and 70.98.080. WSR 97-08-095, § 246-235-075, filed
4/2/97, effective 5/3/97; WSR 92-06-008 (Order 245), § 246-235-075,
filed 2/21/92, effective 3/23/92.]

AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-077 Special requirements for emergency planning.
(1) Each application to possess radioactive materials in unsealed
form, on foils or plated sources, or sealed in glass in excess of the
quantities in WAC 246-235-150, "Schedule C—Quantities of radioactive
materials requiring consideration of the need for an emergency plan
for responding to a release,”" must contain either:

(a) An evaluation showing that the maximum dose to a ((member—of
the—pubtie)) person off-site due to a release of radiocactive materials
would not exceed ((+)) one rem effective dose equivalent or ((&5)) five

rems to the thyroid ((er—an—intake of 2 milligrams—of —solubleuranst
) ) ; Or
i the—raodietogical—haz
(b) An emergency plan for responding to ((£hk dieteg 1—h
ards—efanaceidental)) a release of radioactive material ( (apd—te—the
alhoama ~~ 1 hbagzayrAda ~aa 1o+~ 1+ K ~£17- 14 aharn s v\-l—))
T T L& g LL(_A.L.(_A.J_\A.;) (_A.g)g)u _L(_A.L_, oL VV_LL_,J.L \AJ_(_A.J.J._L\ALI.[ T (_A.J__L\AUJ__L\A. I’ VWIT T t/J_ =] T .
(2) One or more of the following factors may be used to support

an evaluation submitted under subsection (1) (a) of this section:

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

(b) All or part of the radioactive material is not subject to re-
lease during an accident because of the way it is stored or packaged;

(c) The release fraction in the respirable size range would be
lower than the release fraction listed in WAC 246-235-150 Schedule C
due to the chemical or physical form of the material;

(d) The solubility of the radiocactive material would reduce the
dose received;

(e) Facility design or engineered safety features in the facility
would cause the release fraction to be lower than listed in WAC
246-235-150 Schedule C;

(f) Operating restrictions or procedures would prevent a release
fraction as large as that listed in WAC 246-235-150 Schedule C; or

(g) Other factors appropriate for the specific facility.

(3) An emergency plan for responding to a release of radioactive
material submitted under subsection (1) (b) of this section must in-
clude the following information:

(a) Facility description. A brief description of the licensee's
facility and area near the site.
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(b) Types of accidents. An identification of each type of radio-
active materials accident for which protective actions may be needed.

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

(d) Detection of accidents. Identification of the means of de-
tecting each type of accident in a timely manner.

(e) Mitigation of consequences. A brief description of the means
and equipment for mitigating the consequences of each type of acci-
dent, including those provided to protect workers on-site, and a de-
scription of the program for maintaining the equipment.

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

(g) Responsibilities. A brief description of the responsibilities
of licensee personnel should an accident occur, including identifica-
tion of personnel responsible for promptly notifying off-site response
organizations and the department; also responsibilities for develop-
ing, maintaining, and updating the plan.

(h) Notification and coordination. A commitment ((+)) to and a
brief description of the means ((avaitabtes)) to promptly ((¥e)) noti-
fy off-site response organizations and request off-site assistance,
including medical assistance for the treatment of contaminated injured
on-site workers when appropriate. A control point must be established.
The notification and coordination must be planned so that unavailabil-
ity of some personnel, parts of the facility, and some equipment will
not prevent the notification and coordination. The licensee must also
commit to notify the department immediately after notification of the
appropriate off-site response organizations and not later than one
hour after the licensee declares an emergency. These reporting re-
quirements do not supersede or release licensees from complying with
the requirements under the Emergency Planning and Community Right-to-
Know Act of 1986, Title III, Pub. L. 99-499 or other state or federal
reporting requirements.

(1) Information to be communicated. A brief description of the
types of information on facility status, radicactive releases, and
recommended protective actions, if necessary, to be given to off-site
response organizations and to the department.

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

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

(1) Exercises. Provisions for conducting quarterly communications
checks with off-site response organizations and biennial on-site exer-
cises to test response to simulated emergencies. Quarterly communica-
tions checks with off-site response organizations must include the
check and update of all necessary telephone numbers. The licensee
shall invite off-site response organizations to participate in the bi-
ennial exercises. Participation of off-site response organizations in
biennial exercises although recommended is not required. Exercises
must use accident scenarios postulated as most probable for the spe-
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cific site, and the scenarios must not be known to most exercise par-
ticipants. The licensee shall critique each exercise using individuals
not having direct implementation responsibility for the plan. Cri-
tiques of exercises must evaluate the appropriateness of the plan,
emergency procedures, facilities, equipment, training of personnel,
and overall effectiveness of the response. Deficiencies found by the
critiques must be corrected.

(m) Hazardous chemicals. A certification that the licensee or ap-
plicant has met its responsibilities under the Emergency Planning and
Community Right-to-Know Act of 1986, Title III, Pub. L. 99-499, if ap-
plicable to the licensee's or applicant's activities at the proposed
place of use of the radioactive material.

(4) The licensee shall allow the off-site response organizations
expected to respond in case of an accident ((sixty)) 60 days to com-
ment on the licensee's emergency plan before submitting it to the de-
partment. The licensee shall provide any comments received within the
((sdxty)) 60 days to the department with the emergency plan.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-077,
filed 2/23/15, effective 3/26/15; WSR 95-01-108, § 246-235-077, filed
12/21/94, effective 1/21/95.]

AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-080 Special requirements for possession and use of
medical calibration and reference sources. (1) Leak tests.

(a) Any licensee or registrant who possesses sealed sources as
calibration or reference sources must test for leakage or contamina-
tion each sealed source containing radiocactive material, other than
Hydrogen-3, with a half-1life greater than ((¥kirty)) 30 days in any
form other than gas at least every six months. In the absence of a
certificate from a transferor indicating that a test has been made
within six months prior to the transfer, the sealed sources must not
be used until tested. However, leak tests are not required when: The
source contains 3.7 megabecquerels (100 microcuries) or less of beta
or gamma emitting material or 370 kilobecquerels (10 microcuries) or
less of alpha emitting material or the sealed source is stored and is
not being used: Provided, a physical inventory of the source and wipe
surveys of the storage area or storage container are conducted as re-
quired by these rules or license condition.

(b) The leak test must be capable of detecting the presence of
185 becquerels (0.005 microcurie) of radicactive material on the test
sample. The test sample must be taken from the sealed source or from
the surfaces of the device in which the sealed source is mounted or
stored on which contamination might be expected to accumulate. Records
of leak test results must be kept in units of microcuries and main-
tained for inspection by the department.

(c) If the leak test reveals the presence of 185 becquerels
(0.005 microcurie) or more of removable contamination, the licensee or
registrant must immediately withdraw the sealed source from use and
must cause it to be decontaminated and repaired or to be disposed of
in accordance with chapters 246-235 and 246-221 WAC. The licensee must
file a report within five days of the test with the department de-
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scribing the equipment involved, the test results, and the corrective
action taken.

(2) Any licensee or registrant who possesses and uses calibration
and reference sources must:

(a) Follow the radiation safety and handling instructions ap-
proved by the department, the NRC or an agreement state and furnished
by the manufacturer on the label attached to the source, or permanent
container thereof, or in the leaflet or brochure that accompanies the
source, and maintain the instructions in a legible and conveniently
available form; and

(b) Conduct a quarterly or semi-annual physical inventory to ac-
count for all sources received and possessed. Records of the invento-
ries must be maintained for inspection by the department and must in-
clude, at a minimum, the gquantities and kinds of radiocactive material,
location of sources, name of person performing the inventory, and the
date of the inventory.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-080,
filed 2/23/15, effective 3/26/15; WSR 13-24-025, § 246-235-080, filed
11/22/13, effective 12/23/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-235-080, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 06-05-019, §
246-235-080, filed 2/6/06, effective 3/9/06; WSR 00-08-013, §
246-235-080, filed 3/24/00, effective 4/24/00; WSR 98-13-037, §
246-235-080, filed 6/8/98, effective 7/9/98. Statutory Authority: RCW
70.98.050 and 70.98.080. WSR 91-15-112 (Order 184), § 246-235-080,
filed 7/24/91, effective 8/24/91. Statutory Authority: RCW 43.70.040.
WSR 91-02-049 (Order 121), recodified as § 246-235-080, filed
12/27/90, effective 1/31/91. Statutory Authority: RCW 70.98.080. WSR
87-01-031 (Order 2450), § 402-22-070, filed 12/11/86; WSR 83-19-050
(Order 2026), § 402-22-070, filed 9/16/83. Statutory Authority: RCW
70.98.050. WSR 81-01-011 (Order 1570), § 402-22-070, filed 12/8/80.
Statutory Authority: RCW 70.98.080. WSR 79-12-073 (Order 1459), §
402-22-070, filed 11/30/79, effective 1/1/80. Formerly WAC
402-20-070.]

AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-086 Special requirements for environmentally signif-
icant licensing actions. In addition to the requirements set forth in
WAC 246-235-020, a specific license for any activity within the 1i-
censing authority of the department which the department determines
will significantly affect the radiological quality of the human envi-
ronment, including those specified in WAC 197-11-845(1) and 246-03-030
(1) (a) (i1) (i.e., licenses to operate low level waste burial facili-
ties or licenses to operate or expand beyond the design capacity, min-
eral processing facilities or their tailings areas, whose products, or
by-products, have concentrations of naturally occurring radiocactive
material in excess of exempt concentrations as specified in WAC
246-232-130, Schedule C), will be issued if the following conditions
are met:

(1) Environmental impact statement.

(a) The application for a license or license amendment (other
than administrative amendments) is accompanied or preceded by a final
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environmental impact statement or final declaration of nonsignificance
completed in accordance with the SEPA procedures and guidelines speci-
fied in chapters 197-11 and 246-03 WAC. For any uranium or thorium
mill in operation on or before the effective date of this regulation
for which an environmental impact statement has not been prepared pre-
viously, an application for license renewal must be accompanied or
preceded by a final environmental impact statement or final declara-
tion of nonsignificance completed in accordance with SEPA guidelines.
No construction shall be commenced until the license has been issued
or unless an emergency exemption from SEPA requirements is granted in
accordance with WAC 197-11-880. For the purposes of this subsection,
the terms "commencement of construction" and "construction" have the
same meaning as that defined in WAC 246-220-010. In the case where an
exemption is granted, the applicant shall assume all financial risk
for construction activity; waive any claim of entitlement to the issu-
ance of a license based solely upon the grant of the exemption or the
commencement of construction pursuant thereto; and furnish, if the
circumstances warrant and the department so requires, a financial sur-
ety arrangement to ensure the protection of the public health, safety,
and the environment in the event of abandonment, default, or inability
of the licensed applicant to meet the requirements of the act or these
reqgulations.

((Nete:

(b) In addition to the information required in chapter 197-11
WAC, the following additional areas must be addressed in the final en-
vironmental impact statement:

(1) Alternative sites to those chosen by the applicant must in-
clude all alternative sites, whether or not those sites are under the
control or ownership of the applicant.

(ii) Long-term impacts must include, but not be limited to, de-
commissioning, decontamination, reclamation impacts and material man-
agement associated with the proposed activities.

(iii) Environmental reviews, dose assessments, ecology, construc-
tion effects on biota, impact on the environment from the use of chem-
icals, and socioeconomic effects must be addressed.

(iv) Alternative disposal sites and techniques for disposal must
be evaluated to determine if a site or technique is clearly superior.

(2) For uranium or thorium milling operations, a bond made paya-
ble to the department of health or other acceptable government agency,
and in an amount specified by the department, must be posted to ensure
the protection of the public health and safety in the event of aban-
donment, default or other inability of the licensee to meet the re-
quirements for reclamation and disposal of tailings and for decommis-
sioning the site. The bond, or a copy thereof when the bond is made
payable to another government agency, must be received by the depart-
ment prior to issuance of the license, or prior to license renewal for
mills in operation on or before the effective date of this regulation.
Other acceptable surety arrangements in addition to surety bonding in-
clude cash deposits, certificates of deposit, deposits of government
securities, letters or lines of credit or combinations of the forego-
ing. The amount and mechanism of the surety arrangement may be re-
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viewed by the department preceding each license renewal and adjust-
ments may be required of the licensee prior to such renewal.

(3) The owner of the proposed uranium or thorium mill and tail-
ings site(s) agrees to transfer or revert to the appropriate state or
federal agency upon termination of the license, all lands, buildings
and grounds, and any interest therein, necessary to fulfill the purpo-
ses of this subsection, except where the lands are held in trust for,
or are owned by, any Indian tribe. For any uranium or thorium mill in
operation on or before the effective date of this regulation, such an
agreement will be required prior to license renewal.

(4) For all uranium and thorium milling operations, the owner or
operator shall arrange to pay to the department or its designee a fee
in accordance with WAC 246-254-150 for a special security fund for the
further maintenance, surveillance or care which may be required after
a licensee has ceased to operate.

A minimum fund of ( (twe—hundredfifty theousanddettars)) $250,000
must be provided by the licensee payable to the state. If a shortfall
exists between the amount of money in the special security fund and
the ((twe—hundred—fiftythousanddeottars)) $250,000 minimum amount, a
surety bond, or other acceptable surety instrument as defined
((eove)) in this chapter must be arranged.

(5) The application for a license includes a description of an
appropriate program for effluent monitoring, environmental monitoring
and data reporting. The description must encompass locations, frequen-
cy, and types of sampling, analytical plans and procedures, minimum
detection levels, sampling equipment and quality assurance programs.

(6) All licensees or registrants required to meet the additional
requirements set forth in this subsection shall establish environmen-
tal monitoring programs adequate to determine the impact of their ac-
tivity on the natural environment around the site of their environmen-
tally significant activity. The established environmental and effluent
monitoring program must address all environmentally significant radio-
nuclide releases and external radiation sources caused or threatened
to be caused by the licensee's activities.

(a) Effluent and environmental monitoring results must include
the following minimum information as pertinent:

(1) Information as to flow rates, total volume of effluent, peak
concentration, concentration of each radionuclide in the effluent
averaged over a period of one year at the point where the effluent
leaves a stack, tube, pipe, or similar conduit;

(ii) A description of the properties of the effluents, including:

(A) Chemical composition;

(B) Physical characteristics, including suspended solids content
in liquid effluents, and nature of gas aerosol for air effluents;

(C) The hydrogen ion concentrations (pH) of liquid effluents; and

(D) The size range of particulates in effluent released into air;

(iii) A description of the anticipated human occupancy in the un-
restricted area where the highest concentration of radioactive materi-
al from the effluent is expected, and, in the case of a river or
stream, a description of water uses downstream from the point of re-
lease of the effluent.

(iv) Information as to the highest concentration of each radionu-
clide in an unrestricted area, including anticipated concentrations
averaged over a period of one year:

(A) In air at any point of human occupancy; or

(B) In water at points of use downstream from the point of re-
lease of the effluent;
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(v) The background concentration of radionuclides in the receiv-
ing river or stream prior to the release of liquid effluent;

(vi) A description of the waste treatment facilities and proce-
dures used to reduce the concentration of radionuclides in effluents
prior to their release;

(vii) A written description of sampling techniques and sample
analysis methods;

(viii) A written description of how all calculated results were
obtained from sample analysis data. This explanation must include ex-
ample calculations and estimates of the precision and sensitivity of
monitoring results;

(ix) A written description of the licensee's quality control pro-
gram including specification of control samples and standard samples
used.

(b) The licensee shall submit in writing to the department within
( (sdxty)) 60 days after January 1lst and July 1st of each year, reports
specifying the quantities of each of the principle radionuclides re-
leased to unrestricted areas in liquid and in gaseous effluent during
the previous six months of operations. This data must be reported in a
manner that will permit the department to confirm the potential annual
radiation doses to the public. All data from the radiological and non-
radiological environmental monitoring program will also be submitted
for the same time period and frequency as specified above. The data
must be reported in a manner which will allow the department to con-
firm the potential annual radiation doses to the public.

(7) For land disposal of radiocactive material, the provisions of
chapter 246-250 WAC must also be met.

(8) For operation of mineral processing facilities, the provi-
sions of chapter 246-252 WAC must also be met.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-080,
filed 2/23/15, effective 3/26/15; WSR 00-08-013, § 246-235-086, filed
3/24/00, effective 4/24/00.]

AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-090 Special requirements for specific licenses of

broad scope. This section prescribes requirements for the issuance of
specific licenses of broad scope for radioactive material ("broad 1li-
censes") and certain regulations governing holders of these licenses.

((*)) A person may not introduce radioactive material into a product
or material, knowing or having reasons to believe that it will be
transferred to persons exempt under this section or other sections or
equivalent requlations of the NRC or an agreement state, except in ac-
cordance with a specific license issued by the NRC, Washington, D.C.
20555. Authority to transfer possession or control by the manufactur-
er, processor, or producer of any equipment, device, commodity or oth-
er product containing source material, byv-product material or radioac-
tive material, whose subsegquent possession, use, transfer and disposal
by all other persons exempted from requlatory requirements may be ob-
tained only from the NRC, Washington, D.C. 20555.
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NRC Washington; D-C-20555))

(1) The different types of broad licenses are ((+isted—below)):

(a) A "Type A specific license of broad scope" is a specific 1li-
cense authorizing receipt, acquisition, ownership, possession, use and
transfer of any chemical or physical form of the radicactive material
specified in the license, but not exceeding quantities specified in
the license, for any authorized purpose. The quantities specified are
usually in the multi-curie range.

(b) A "Type B specific license of broad scope" is a specific 1li-
cense authorizing receipt, acquisition, ownership, possession, use and
transfer of any chemical or physical form of radioactive material
specified in WAC 246-235-140 Schedule B, for any authorized purpose.
The possession limit for a Type B broad license, if only one radionu-
clide is possessed thereunder, is the quantity specified for that ra-
dionuclide in WAC 246-235-140 Schedule B, Column I. If two or more ra-
dionuclides are possessed, the possession limit for each is determined
as follows: For each radionuclide, determine the ratio of the quantity
possessed to the applicable quantity specified in WAC 246-235-140
Schedule B, Column I, for that radionuclide. The sum of the ratios for
all radionuclides possessed under the license must not exceed unity.

(c) A "Type C specific license of broad scope" is a specific 1li-
cense authorizing receipt, acquisition, ownership, possession, use and
transfer of any chemical or physical form of radioactive material
specified in WAC 246-235-140 Schedule B, for any authorized purpose.
The possession limit for a Type C broad license, if only one radionu-
clide is possessed, 1s the quantity specified for that radionuclide in
WAC 246-235-140 Schedule B, Column II. If two or more radionuclides
are possessed, the possession limit is determined for each as follows:
For each radionuclide determine the ratio of the quantity possessed to
the applicable gquantity specified in WAC 246-235-140 Schedule B, Col-
umn II, for that radionuclide. The sum of the ratios for all radionu-
clides possessed under the license must not exceed unity.

(2) The department will approve an application for a Type A spe-
cific license of broad scope if:

(a) The applicant satisfies the general requirements specified in
WAC 246-235-020.

(b) The applicant has engaged in a reasonable number of activi-
ties involving the use of radioactive material; and

(c) The applicant has established administrative controls and
provisions relating to organization and management, procedures, re-
cordkeeping, material control and accounting, and management review
that are necessary to assure safe operations, including:

(1) The establishment of a radiation safety committee composed of
a radiation safety officer, a representative of management, and per-
sons trained and experienced in the safe use of radioactive material;

(1i1) The appointment of a radiation safety officer who is quali-
fied by training and experience in radiation protection, and who is
available for advice and assistance on radiation safety matters; and

(1ii1) The establishment of appropriate administrative procedures
to assure:

(A) Control of procurement and use of radioactive material;

(B) Completion of safety evaluations of proposed uses of radiocac-
tive material which take into consideration such matters as the ade-
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quacy of facilities and equipment, training and experience of the
user, and the operating or handling procedures; and

(C) Review, approval, and recording by the radiation safety com-
mittee of safety evaluation of proposed uses prepared in accordance
with item (2) (c) (iii) (B) of this section prior to use of the radioac-
tive material.

(3) The department will approve an application for a Type B spe-
cific license of broad scope if:

(a) The applicant satisfies the general requirements specified in
WAC 246-235-020; and

(b) The applicant has established administrative controls and
provisions relating to organization and management, procedures, re-
cordkeeping, material control and accounting, and management review
that are necessary to assure safe operations, including:

(1) The appointment of a radiation safety officer who is quali-
fied by training and experience in radiation protection, and who is
available for advice and assistance on radiation safety matters; and

(ii) The establishment of appropriate administrative procedures
to assure:

(A) Control of procurement and use of radioactive material;

(B) Completion of safety evaluations of proposed uses of radiocac-
tive material which take into consideration such matters as the ade-
quacy of facilities and equipment, training and experience of the
user, and the operating or handling procedures; and

(C) Review, approval, and recording by the radiation safety offi-
cer of safety evaluations of proposed uses prepared in accordance with
item (3) (b) (ii) (B) of this section prior to use of the radioactive ma-
terial.

(4) The department will approve an application for a Type C spe-
cific license of broad scope if:

(a) The applicant satisfies the general requirements specified in
WAC 246-235-020.

(b) The applicant submits a statement that radiocactive material
will be used only by, or under the direct supervision of individuals,
who have received:

(1) A college degree at the bachelor level, or equivalent train-
ing and experience, in the physical or biological sciences or in engi-
neering; and

(ii) At least ((ferty)) 40 hours of training and experience in
the safe handling of radicactive material, and in the characteristics
of ionizing radiation, units of radiation dose and quantities, radia-
tion detection instrumentation, and biological hazards of exposure to
radiation appropriate to the type and forms of radioactive material to
be used; and

(c) The applicant has established administrative controls and
provisions relating to procurement of radiocactive material, proce-
dures, recordkeeping, material control and accounting, and management
review necessary to assure safe operations.

(5) Specific licenses of broad scope are subject to the following
conditions:

(a) Unless specifically authorized by the department, persons 1li-
censed under this section shall not:

(1) Conduct tracer studies in the environment involving direct
release of radioactive material;

(ii) Receive, acquire, own, possess, use or transfer devices con-
taining 3700 terabecquerels (100,000 curies) or more of radioactive
material in sealed sources used for irradiation of materials;
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(iii) Conduct activities for which a specific license issued by
the department under chapter 246-240 WAC, WAC 246-235-086 or
246-235-091 through 246-235-105 is required; or

(iv) Add or cause the addition of radicactive material to any
food, beverage, cosmetic, drug or other product designed for ingestion
or inhalation by, or application to, a human being.

(b) For each Type A specific license of broad scope radiocactive
material possessed under the license may only be used by, or under the
direct supervision of, individuals approved by the licensee's radia-
tion safety committee.

(c) For each Type B specific license of broad scope radiocactive
material possessed under the license may only be used by, or under the
direct supervision of, individuals approved by the licensee's radia-
tion safety officer.

(d) For each Type C specific license of broad scope radiocactive
material possessed under the license may only be used by, or under the
direct supervision of, individuals who satisfy the regquirements of
subsection (4) of this section.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-090,
filed 2/23/15, effective 3/26/15; WSR 13-24-025, § 246-235-090, filed
11/22/13, effective 12/23/13; WSR 06-05-019, § 246-235-090, filed
2/6/06, effective 3/9/06; WSR 00-08-013, § 246-235-090, filed 3/24/00,
effective 4/24/00; WSR 98-13-037, § 246-235-090, filed 6/8/98, effec-
tive 7/9/98. Statutory Authority: RCW 70.98.050 and 70.98.080. WSR
91-15-112 (Order 184), § 246-235-090, filed 7/24/91, effective
8/24/91. Statutory Authority: RCW 43.70.040. WSR 91-02-049 (Order
121), recodified as § 246-235-090, filed 12/27/90, effective 1/31/91.
Statutory Authority: RCW 70.98.080. WSR 79-12-073 (Order 1459), §
402-22-090, filed 11/30/79, effective 1/1/80. Formerly WAC
402-20-073.]

AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-091 Manufacture and distribution of industrial prod-
ucts containing depleted uranium under general license. (1) An appli-
cation for a specific license to manufacture industrial products and
devices containing depleted uranium for use pursuant to WAC
246-233-010(4) or equivalent regulations of the NRC or an agreement
state will be approved if:

(a) The applicant satisfies the general requirements specified in
WAC 246-235-020;

(b) The applicant submits sufficient information relating to the
design, manufacture, prototype testing, quality control procedures,
labeling or marking, proposed uses and potential hazards of the indus-
trial product or device to provide reasonable assurance that posses-
sion, use or transfer of the depleted uranium in the product or device
is not likely to cause any individual to receive in one year a radia-
tion dose in excess of ((fer)) 10 percent of the limits specified in
WAC 246-221-010(1); and

(c) The applicant submits sufficient information regarding the
industrial product or device and the presence of depleted uranium for
a mass-volume application in the product or device to provide reasona-
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ble assurance that unique benefits will accrue to the public because
of the usefulness of the product or device.

(2) In the case of an industrial product or device whose unique
benefits are questionable, the department will approve an application
for a specific license under this section only if the product or de-
vice is found to combine a high degree of utility and low probability
of uncontrolled disposal and dispersal of significant quantities of
depleted uranium into the environment.

(3) The department may deny any application for a specific 1li-
cense under this section if the end use(s) of the industrial product
or device cannot be reasonably foreseen.

(4) Each person licensed pursuant to subsection (1) of this sec-
tion shall:

(a) Maintain the level of quality control required by the license
in the manufacture of the industrial product or device, and in the in-
stallation of the depleted uranium into the product or device;

(b) Label or mark each unit to:

(1) Identify the manufacturer of the product or device and the
number of the license under which the product or device was manufac-
tured, the fact that the product or device contains depleted uranium,
and the quantity of depleted uranium in each product or device; and

(ii) State that the receipt, possession, use and transfer of the
product or device are subject to a general license or the equivalent
and the regulations of the NRC or of an agreement state;

(c) Assure that the depleted uranium before being installed in
each product or device has been impressed with the following legend
clearly legible through any plating or other covering: "Depleted ura-
nium";

(d) Furnish to each person to whom depleted uranium in a product
or device is transferred for use pursuant to the general license con-
tained in WAC 246-233-010(4) or its equivalent:

(1) A copy of the general license contained in WAC 246-233-010(4)
and a copy of department Form RHF-20; or

(ii) A copy of the general license contained in the NRC's or
agreement state's regulation equivalent to WAC 246-233-010(4) and a
copy of the NRC's or agreement state's certificate, or alternatively,
furnish a copy of the general license contained in WAC 246-233-010(4)
and a copy of department Form RHF-20 with a note explaining that use
of the product or device is regulated by the NRC or an agreement state
under requirements substantially the same as those in WAC
246-233-010(4) .

(e) Report to the department all transfers of industrial products
or devices to persons for use under the general license in WAC
246-233-010(4) . Such report must identify each general licensee by
name and address, an individual by name or position who may constitute
a point of contact between the department and the general licensee,
the type and model number of device transferred, and the quantity of
depleted uranium contained in the product or device. The report must
be submitted within ((£hixrty)) 30 days after the end of each calendar
quarter in which such a product or device is transferred to the gener-
ally licensed person. If no transfers have been made to persons gener-
ally licensed under chapter 246-233 WAC during the reporting period,
the report must so indicate;

(f) Provide certain other reports as follows:

(1) Report to the NRC all transfers of industrial products or de-
vices to persons for use under the NRC general license in Section
40.25 of 10 C.F.R. Part 40;
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(ii) Report to the responsible department all transfers of devi-
ces manufactured and distributed pursuant to this section for use un-
der a general license in that state's regulations equivalent to WAC
246-233-010(4) ;

(iii) Such report must identify each general licensee by name and
address, an individual by name or position who may constitute a point
of contact between the department and the general licensee, the type
and model number of the device transferred, and the quantity of deple-
ted uranium contained in the product or device. The report must be
submitted within ((£hixrty)) 30 days after the end of each calendar
quarter in which such product or device is transferred to the general-
ly licensed person;

(iv) If no transfers have been made to NRC licensees during the
reporting period, this information must be reported to the NRC;

(v) If no transfers have been made to general licensees within a
particular agreement state during the reporting period, this informa-
tion must be reported to the responsible department; and

(g) Keep records showing the name, address and point of contact
for each general licensee to whom the person transfers depleted urani-
um in industrial products or devices for use pursuant to the general
license provided in WAC 246-233-010(4) or equivalent regulations of
the NRC or of an agreement state. The records must be maintained for a
period of two years and must show the date of each transfer, the quan-
tity of depleted uranium in each product or device transferred, and
compliance with the report requirements of this section.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-0091,
filed 2/23/15, effective 3/26/15; WSR 13-24-025, § 246-235-091, filed
11/22/13, effective 12/23/13; WSR 98-13-037, § 246-235-091, filed
6/8/98, effective 7/9/98.]

AMENDATORY SECTION (Amending WSR 16-13-054, filed 6/10/16, effective
7/11/16)

WAC 246-235-093 Manufacture, assembly or distribution of devices
under general license. (1) An application for a specific license to
manufacture or initially transfer or distribute devices containing ra-
dioactive material, excluding special nuclear material, to persons
generally licensed under WAC 246-233-020 or equivalent regulations of
the NRC or an agreement state will be approved if:

(a) The applicant satisfies the general requirements of WAC
246-235-020;

(b) The applicant submits sufficient information relating to the
design, manufacture, prototype testing, quality control, labels, pro-
posed uses, installation, servicing, leak testing, operating and safe-
ty instructions, and potential hazards of the device to provide rea-
sonable assurance that:

(1) The device can be safely operated by persons not having
training in radiological protection;

(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 un-
likely that any person will receive in one year a dose in excess of
((£er)) 10 percent of the limits specified in the table in WAC
246-221-010(1); and
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(iii) Under accident conditions (such as fire and explosion) as-
sociated with handling, storage and use of the device, it is unlikely
that any person would receive an external radiation dose or dose com-
mitment in excess of the following organ doses:

Whole body; head and trunk; active blood-forming
organs; gonads; or lens of eye . ... 15 centigray (15 rem)

Hands and forearms; feet and ankles; localized areas of
skin averaged over areas no larger than one square
centimeter . ................ 200 centigray (200 rem)

Otherorgans ................. 50 centigray (50 rem)

(c) Each device bears a durable, legible, clearly visible label
or labels approved by the department, which contain in a clearly iden-
tified and separate statement:

(1) Instructions and precautions necessary to assure safe instal-
lation, operation and servicing of the device (documents such as oper-
ating and service manuals may be identified in the label and used to
provide this information);

(1i1i) The requirement, or lack of requirement, for leak testing,
or for testing any on-off mechanism and indicator, including the maxi-
mum time interval for such testing, and the identification of radiocac-
tive material by nuclide, quantity of radicactivity, and date of de-
termination of the quantity; and

(1iii) The information called for in one of the following state-
ments, as appropriate, in the same or substantially similar form:

(A) The receipt, possession, use and transfer of this device,
Model . . . . . , Serial No. . . . . . . . ((Netex)) Name of manufac-
turer or distributor, are subject to a general license or the equiva-
lent, and the regulations of the NRC or a state with which the NRC has
entered into an agreement for the exercise of regulatory authority.
This label must be maintained on the device in a legible condition.
Removal of this label is prohibited.

CAUTION - RADIOACTIVE MATERIAL

((6)Name of manufacturer or distributor((3%))

(B) The receipt, possession, use and transfer of this device,
Model . . . . . , Serial No. . . . . . . . . ((Netex)) Name of manu-
facturer or distributor, are subject to a general license or the
equivalent, and the rules of an agreement state. This label must be
maintained on the device in a legible condition. Removal of this label
is prohibited.

CAUTION - RADIOACTIVE MATERIAL

((6)Name of manufacturer or distributor(()%))

((iNQ{e he-foaen-Se .-."a-.-a-.---a -".-. actd
speetfied-inlabeling-affixed-to-the-deviee:

(C) The model, serial number, and name of the manufacturer or
distributor may be omitted from this label provided the information is
elsewhere specified in labeling affixed to the device.

(d) Each device having a separable source housing that provides
the primary shielding for the source also bears, on the source hous-
ing, a durable label containing the device model number and serial
number, the nuclide and gquantity, the words, "CAUTION - RADIOACTIVE MATERI-
AL, " the radiation symbol described in WAC 246-221-120, and the name
of the manufacturer or initial distributor;
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(e) Each device meeting the criteria of WAC 246-233-020 (3) (k),
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 - RA-
DIOACTIVE MATERIAL," and, i1f practicable, the radiation symbol described
in WAC 246-221-120;

(f) The device has been registered in the sealed source and de-
vice registry.

(2) In the event the applicant desires that the device be re-
quired to be tested at intervals longer than six months, either for
proper operation of the on-off mechanism and indicator, if any, or for
leakage of radioactive material or for both, the applicant shall in-
clude in the application sufficient information to demonstrate that
such longer interval is justified by performance characteristics of
the device or similar devices and by design features which have a sig-
nificant bearing on the probability or consequences of leakage of ra-
diocactive material from the device or failure of the on-off mechanism
and indicator. In determining the acceptable interval for the test for
leakage of radioactive material, the department will consider informa-
tion which includes, but is not limited to:

(a) Primary containment (source capsule);

Protection of primary containment;

Method of sealing containment;

Containment construction materials;

Form of contained radioactive material;

Maximum temperature withstood during prototype tests;
Maximum pressure withstood during prototype tests;

Maximum quantity of contained radiocactive material;
Radiotoxicity of contained radioactive material; and
Operating experience with identical devices or similarly de-
signed and constructed devices.

(3) In the event the applicant desires that the general licensee
under WAC 246-233-020, or under equivalent regulations of the NRC or
an agreement state be authorized to install the device, collect the
sample to be analyzed by a specific licensee for leakage of radioac-
tive material, service the device, test the on-off mechanism and indi-
cator, or remove the device from installation, the applicant must in-
clude in the application written instructions to be followed by the
general licensee, estimated calendar quarter doses associated with
such activity or activities, and bases for such estimates. The submit-
ted information must demonstrate that performance of such activity or
activities by an individual untrained in radiological protection, in
addition to other handling, storage, and use of devices under the gen-
eral license, 1is unlikely to cause that individual to receive in one
year a radiation dose in excess of ((fer)) 10 percent of the limits
specified in the table in WAC 246-221-010(1).

(4) Each person licensed under subsection (1) of this section to
distribute or initially transfer devices to generally licensed persons
must provide the information specified in this section to each person
to whom a device is to be transferred. This information must be provi-
ded before the device may be transferred. If transfer is through an
intermediate person, the information much also be provided to the in-
tended user before initial transfer to the intermediate person.

(a) If a device containing radioactive material is to be trans-
ferred for use under the general license contained in WAC 246-233-020,
the required information must include:

“-E-5Q D O.Q O
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~
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(1) A copy of the general license contained in WAC 246-233-020.
If WAC 246-233-020 (3) (b), (c), and (d) or (k) do not apply, those
subsections may be omitted;

(ii) A copy of WAC 246-232-050, 246-221-230, 246-221-240, and
246-221-250;

(iii) A list of the services that can only be performed by a spe-
cific licensee; and

(iv) Information on acceptable disposal options including estima-
ted costs of disposal; and

(v) An indication that the NRC's policy is to issue high civil
penalties for improper disposal.

(b) If a device containing radioactive material is to be trans-
ferred for use in another jurisdiction under a general license equiva-
lent to WAC 246-233-020, the required information must include:

(1) A copy of the appropriate NRC or an agreement state's regula-
tions, equivalent to WAC 246-233-020, 246-232-050, 246-221-230,
246-221-240, and 246-221-250. If a copy of WAC 246-233-020,
246-232-050, 246-221-230, 246-221-240, and 246-221-250 is provided to
a prospective general licensee in lieu of the NRC's or the agreement
state's regulations, it must be accompanied by a note explaining that
the use of the device is regulated by the NRC or the agreement state.
If certain subsections do not apply to the particular device, those
subsections may be omitted;

(ii) A list of the services that can only be performed by a spe-
cific licensee;

(iii) Information on acceptable disposal options including esti-
mated cost of disposal;

(iv) The name or title, address, and phone number of the contact
at the appropriate NRC or an agreement state regulatory agency from
which additional information may be obtained; and

(v) An indication that NRC policy is to issue high civil penal-
ties for improper disposal;

(c) Each person licensed under subsection (1) of this section to
distribute or initially transfer devices to persons generally licensed
under WAC 246-233-020 must report to the department all transfers of
devices to persons for use under the general license in WAC
246-233-020 and all receipts of devices from persons licensed under
WAC 246-233-020.

(1) Each report must be clear and legible and contain all of the
data required. The required information for transfers to general 1i-
censees includes:

(A) The identity of each general licensee by name and mailing ad-
dress for the location of use; if there is no mailing address for the
location of use, an alternative address for the general licensee must
be included with information on the actual location of use;

(B) The name, title, and phone number of the person identified by
the general licensee as having knowledge of and authority to take re-
quired actions to ensure compliance with the appropriate regulations
and requirements;

(C) The date of transfer;

(D) The manufacturer or initial transferor, the type, model num-
ber and serial number of the device transferred; and

(E) The source serial(s), nuclide(s), activity, and date(s) of
original activity of radioactive material contained in the device.

(ii) If one or more intermediate persons will temporarily possess
the device at the intended place of use before its possession by the
user, the report must include the same information for both the inten-
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ded user and each intermediate person, clearly identify and designate
each intermediate person by name, address, contact, and relationship
to the intended user.

(iii) For devices received from a general licensee under WAC
246-233-020, the report must include:

(A) The identity of the general licensee by name and address;

(B) The type, model number, and serial number of the device re-
ceived; and the source serial(s), nuclide(s), activity, and date(s) of
original activity of radioactive material contained in the device;

(C) The date of receipt; and

(D) In the case of devices not initially transferred by the re-
porting licensee, the name of the manufacturer or initial transferor.

(iv) If the licensee makes changes to a device possessed by a
person generally licensed under WAC 246-233-020, such that the label
must be changed to update required information, the report must iden-
tify the general licensee, the device, and the changes to information
on the device label.

(v) If no transfers have been made to or from persons generally
licensed under WAC 246-233-020 during the reporting period, the report
must so indicate.

(vi) The report must cover each calendar quarter, must clearly
indicate the period covered by the report, and must be filed within
((EhErty)) 30 days of the end of the calendar quarter.

(vii) The report must clearly identify the specific licensee sub-
mitting the report and include the license number of the specific 1li-
censee.

(d) Reports to NRC or an agreement state regulatory agency.

(1) Each person licensed under subsection (1) of this section to
distribute or initially transfer devices to persons generally licensed
under the NRC's regulations equivalent to WAC 246-233-020 must report
to the NRC all transfers of devices to persons for use under a general
license equivalent to WAC 246-233-020 and all receipts of devices from
persons licensed under regulations equivalent to WAC 246-233-020.

(ii) Each person licensed under subsection (1) of this section to
distribute or initially transfer devices to persons generally licensed
under an agreement state's regulations equivalent to WAC 246-233-020
must report to the agreement state's regulatory authority all trans-
fers of devices to persons for use under a general license eqgquivalent
to WAC 246-233-020 and all receipts of devices from persons licensed
under regulations equivalent to WAC 243-233-020.

(iii) Such report must be clear and legible and contain all of
the data required. The required information for transfers to general
licenses must include:

(A) The identity of each general licensee by name and mailing ad-
dress for the location of use; i1if there is no mailing address for the
location of use, an alternative address for the general licensee must
be submitted along with information on the actual location of use;

(B) The name, title, and phone number of the person identified by
the general licensee as having knowledge of and authority to take re-
quired actions to ensure compliance with the appropriate regulations
and requirements;

(C) The date of transfer;

(D) The type, model number and serial number of the device trans-
ferred; and

(E) The quantity and type of radiocactive material contained in
the device.
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(iv) If one or more intermediate persons will temporarily possess
the device at the intended place of use before its possession by the
user, the report must include the same information for both the inten-
ded user and each intermediate person, and clearly designate the in-
termediate person(s).

(v) For devices received from persons generally licensed under
NRC's or an agreement state's regulations equivalent to WAC
246-233-020, the report must include:

(A) The identity of the general licensee by name and address;

(B) The type, model number, and serial number of the device re-
ceived;

(C) The date of receipt; and

(D) In the case of devices not initially transferred by the re-
porting licensee, the name of the manufacturer or initial transferor.

(vi) If the licensee makes changes to a device possessed by a
person generally licensed under NRC's or an agreement state's regula-
tions equivalent to WAC 246-233-020, such that the label must be
changed to update required information, the report must identify the
general licensee, the device, and the changes to information on the
device label.

(vii) The report must cover each calendar quarter, must be filed
within ((fkirty)) 30 days of the end of the calendar quarter, and must
clearly indicate the period covered by the report.

(viii) The report must clearly identify the specific licensee
submitting the report and include the license number of the specific
licensee.

(ix) If no transfers have been made to or from NRC licensees dur-
ing the reporting period, this information must be reported to the
NRC.

(x) If no transfers have been made to or from general licensees
within an agreement state during the reporting period, this informa-
tion must be reported to the responsible agreement state agency upon
request of the agency.

(e) The person shall maintain all information and keep records
concerning transfers and receipts of devices that support the reports
required by this section. Records required by this section must be
maintained for a period of three years following the date of the re-
corded event.

(f) If a notification of bankruptcy has been made under WAC
246-233-050 or the license is to be terminated, each person licensed
under this section shall provide, upon request, to the department, the
NRC or an agreement state, records of final disposition required under
(e) of this subsection.

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 16-13-054, §
246-235-093, filed 6/10/16, effective 7/11/16. Statutory Authority:
RCW 70.98.050. WSR 15-06-015, § 246-235-093, filed 2/23/15, effective
3/26/15; WSR 13-24-025, § 246-235-093, filed 11/22/13, effective
12/23/13; WSR 04-04-055, § 246-235-093, filed 1/30/04, effective
3/1/04; WSR 98-13-037, § 246-235-093, filed 6/8/98, effective 7/9/98.]
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AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-100 Manufacture, ((preduetien;)) preparation, or
transfer for commercial distribution of ((radiopharmaeceutieals)) radi-
ocoactive drugs containing radioactive material for medical use under
chapter 246-240 WAC. (1) An application for a specific license to
manufacture, ((predwees)) prepare, or transfer for commercial distri-
bution ( (radiepharmacewtiealts)) radioactive drugs containing radioac-
tive material for use by persons ((Iieensed—ugnder)) authorized pur-
suant to chapter 246-240 WAC ( (for—mediecal—use—dnhumans)) will be ap-
proved 1if:

(a) The applicant satisfies the general requirements specified in
WAC 246-235-020;

(b) The applicant submits evidence ( (that—the—appticant—3s)) of
at least one of the following:

(i) Is registered ((er—3ieensed)) with the United States Food and

Drug Administration ((HFPA)—as—adcrug—manufacturer;—preparer;—propaga—
tor;—compounderor proecessor)) as the owner or operator of a drug es-

tablishment that engages in the manufacture, preparation, propagation,
compounding, or processing of a drug under ( (2F—EFR—2071204a)+—o*r

1+ 57 1
Ly oOFrF—hgecreat b/J.J.

il v
.R. Part 207, Subpart

(1i) Is registered or licensed with the pharmacy gquality assur-
ance commission as a drug manufacturer;

(1ii) TIs licensed as a pharmacy by the pharmacy gquality assurance
commission;

(iv) Is operating as a nuclear pharmacy within a federal medical
institution; or

(v) Is a positron emission tomography drug production facility
registered with ((a—state—ageney)) the Washington state pharmacy gual-
ity assurance commission.

(c) The applicant submits information on the radionuclide ((+)).2
the chemical and physical form((+)); the maximum activity per vial,

syringe, generator, or other container of the ((fad%ephafmaeeﬂ%fea%T))
radicactive drug; and the shielding prov1ded by the packaging ((ef—the

radioagetivemateriat—whieh)) Lo show it is appropriate for the safe
handling and storage of ((radiepharmaeceuwtieats)) the radiocactive drugs
by medical use licensees; and

(d) The applicant ((satisfies)) commits to the following labeling
requirements:

(1) ((Those—specified—bythe Pharmacy Quality Assurance Commis—

+++))) A label is affixed to each transport radiation shield,
whether it is constructed of lead, glass, plastic, or other material,
of a radiocactive drug to be transferred for commercial distribution.
The label must include the radiation symbol, the words "caution-radio-
active material”™ or "danger-radioactive material," the name of the ra-
dioactive drug or its abbreviation, and the gquantity of radioactivity
at a specified date and time. For radioactive drugs with a half-life
greater than ((eme—hundred)) 100 days, the time may be omitted((+)).

((H+3>r)) (d4i) A label is affixed to each syringe, vial, or other
container used to hold a radioactive drug to be transferred for com-
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mercial distribution. The label must include the radiation symbol, the
words "caution-radiocactive material" or "danger-radioactive material"
and an identifier that ((ad+ews)) ensures that the syringe, vial, or

other container ((£e)) can be correlated with the information on the
transport radiation shield label ((+——ard)) ..

> S t
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B —Anogetearpharmaey)) (2 ) A llcensee who is licensed as a

pharmacy by the Washington state pharmacy quality assurance commis-—
sion, or who is operating as a nuclear pharmacy within a federal medi-
cal institution:

(a) May prepare ((radiepharmaecevtieats)) radioactive drugs for
medical use, as defined in WAC 246-240-010, provided that the ((xradie—
pharmaeceytieat) ) radioactive drug is prepared by ( (er—under—the——super—
wisien—ef)) either an authorized nuclear pharmacist, as specified in
(b) and (d) of this subsection, or an individual under the supervision
of an authorized nuclear pharmacist as specified in WAC 246-240-057.

(b) May allow a pharmacist to work as an authorized nuclear phar-
macist if:

(1) This individual qualifies as an authorized nuclear pharmacist
as defined in WAC 246-240-010;

(11) ThlS 1nd1v1dual meets ((%he—Phafmaey—@aa%%%y—Assafaﬂee—eem-

’

the requ1rements of WAC 246 240 081 and 246 240 075(2); and the licen-
see has received an approved license amendment identifying this indi-
vidual as an authorized nuclear pharmacist; or

(iii) This individual is designated as an authorized nuclear
pharmacist in accordance with (d) of this subsection.

(c) The actions authorized in (a) and (b) of this subsection are
permitted in spite of more restrictive language in license conditions.

(d) May designate a pharmacist, as defined in WAC 246-240-010, as
an authorized nuclear pharmacist if:
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(1) ((Fhe—tindividual was identified as of December 2, 1004 as an
LLIENEE R NN == R T W N 2 L} noan  aa~ ] ENESIE N SN N P 3 13 c0anrna T oA ey 1 oo i
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+3++))) The individual was a nuclear pharmacist preparing only ra-

dioactive drugs containing accelerator-produced radioactive materi-
al((+)). and

(ii) The individual practiced at a pharmacy at a government agen-
cy or federally recognized Indian tribe before November 30, 2007, or
at any other pharmacies ((as—efDbeeember—1—206638)) before August 8,
20009.

A manufacturer—eor nauvetear pharmaey)) Must provide to the de-

partment:
(1) A copy of each individual's certification by a specialty

board whose certification process has been recognized by the NRC or an
agreement state as specified in WAC 246-240-075(1); or

(1i) The NRC or agreement state license; or

(1ii) The NRC master materials licensee permit; or

(iv) The permit issued by a licensee or NRC master materials per-—
mittee of broad scope or the authorization from a commercial nuclear
pharmacy authorized to list its own authorized nuclear pharmacist; or

(v) Documentation that only accelerator-produced radiocactive ma-
terials were used in the practice of nuclear pharmacy at a government
agency or federally recognized Indian tribe before November 30, 2007,
or at all other locations of use before August 8, 2009; and

(vi) A copy of the Washington state pharmacy license or registra-
tion, no later than 30 days after the date that the licensee allows
the individual to work as an authorized nuclear pharmacist under
(b) (1) or (iii) of this subsection.

(3) A licensee ((shal}t)) must possess and use instrumentation to

measure the radiocactivity of ( (radiepharmacewtieals)) radioactive
drugs. The licensee ((skhadd)) must have procedures for use of the in-

strumentation. The licensee ((shalt+)) must measure, by direct measure-
ment or by combination of measurements and calculations, the amount of
radicactivity in dosages of ((aetpha—keta—)) alpha-emitting, beta-

emitting, or photon-emitting ( (radieopharmacewtieals)) radioactive
drugs, prior to transfer for commercial distribution. In addition, the

licensee ((shat})) must:

(a) Perform tests on each instrument before initial use, periodi-
cally, and following repair, for accuracy, linearity, and geometry de-
pendence, as appropriate for the use of the instrument; and make ad-
justments when necessary; and

(b) Check each instrument for constancy and proper operation at
the beginning of each day of use.
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(5) Nothing in this section relieves the licensee from complying
with applicable ((¥PA7)) United States Food and Drug Administration
requirements, other federal requirements, and state requirements gov-

erning ( (radiepharmaceuvtiecats)) radioactive drugs.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-100,
filed 2/23/15, effective 3/26/15; WSR 13-24-025, § 246-235-100, filed
11/22/13, effective 12/23/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-235-100, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 07-14-131, §
246-235-100, filed 7/3/07, effective 8/3/07; WSR 06-05-019, §
246-235-100, filed 2/6/06, effective 3/9/06; WSR 98-13-037, §
246-235-100, filed 6/8/98, effective 7/9/98. Statutory Authority: RCW
70.98.050 and 70.98.080. WSR 91-15-112 (Order 184), § 246-235-100,
filed 7/24/91, effective 8/24/91. Statutory Authority: RCW 43.70.040.
WSR 91-02-049 (Order 121), recodified as § 246-235-100, filed
12/27/90, effective 1/31/91. Statutory Authority: RCW 70.98.050. WSR
81-01-011 (Order 1570), § 402-22-110, filed 12/8/80. Statutory Author-
ity: RCW 70.98.080. WSR 79-12-073 (Order 1459), § 402-22-110, filed
11/30/79, effective 1/1/80. Formerly WAC 402-20-076.]

AMENDATORY SECTION (Amending WSR 15-06-015, filed 2/23/15, effective
3/26/15)

WAC 246-235-103 Prototype tests for manufacture of calibration
or reference sources containing americium-241 or radium-226. An ap-
plicant for a license under this chapter shall, for any type of source
which is designed to contain more than 0.185 kilobecquerel (0.005 mi-
crocurie) of americium-241 or radium-226, conduct prototype tests, in
the order listed, on each of no less than five prototypes of the
source, which contains more than 0.185 kilobecquerel (0.005 microcur-
ie) of americium-241 or radium-226, as follows:

(1) Initial measurement. The quantity of radioactive material de-
posited on the source must be measured by direct counting of the
source.

(2) Dry wipe test. The entire radioactive surface of the source
must be wiped with filter paper with the application of moderate fin-
ger pressure. Removal of radicactive material from the source must be
determined by measuring the radiocactivity on the filter paper or by
direct measurement of the radicactivity on the source following the
dry wipe.

(3) Wet wipe test. The entire radioactive surface of the source
must be wiped with filter paper, moistened with water, with the appli-
cation of moderate finger pressure. Removal of radiocactive material
from the source must be determined by measuring the radioactivity on
the filter paper after it has dried or by direct measurement of the
radicactivity remaining on the source following the wet wipe.

(4) Water soak test. The source must be immersed in water at room
temperature for a period of ((ewemty—fewr)) 24 consecutive hours. The
source must then be removed from the water. Removal of radicactive ma-
terial from the source must be determined by direct measurement of the
radicactivity on the source after it has dried or by measuring the ra-
dioactivity in the residue obtained by evaporation of the water in
which the source was immersed.
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(5) Dry wipe test. On completion of the preceding test in this
section, the dry wipe test described in subsection (2) of this section
must be repeated.

(6) Observations. Removal of more than 0.005 microcurie (185 bec-
querels) of radioactivity in any test prescribed by this section must
be cause for rejection of the source design. Results of prototype
tests submitted to the department or the NRC must be given in terms of
radicactivity in microcuries (or becquerels) and percent of removal
from the total amount of radioactive material deposited on the source.

[Statutory Authority: RCW 70.98.050. WSR 15-06-015, § 246-235-103,
filed 2/23/15, effective 3/26/15; WSR 13-24-025, § 246-235-103, filed
11/22/13, effective 12/23/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-235-103, filed 2/18/09, effective
3/21/09.]

AMENDATORY SECTION (Amending WSR 17-01-034, filed 12/12/16, effective
1/12/17)

WAC 246-235-108 Sealed source and device registration and inac-
tivation. (1) Any manufacturer or initial distributor of a sealed
source or device containing a sealed source may submit a request to
the department for evaluation of radiation safety information about
its product and for its registration.

(2) Request for review must be sent to the department by an ap-
propriate method, such as hard copy, properly signed electronic docu-
ment, or fax.

(3) The request for review of a sealed source or a device must
include sufficient information about the design, manufacture, proto-
type testing, quality control program, labeling, proposed uses and
leak testing and, for a device, the request must also include suffi-
cient information about installation, service and maintenance, operat-
ing and safety instructions, and its potential hazards, to provide
reasonable assurance that the radiation safety properties of the
source or device are adequate to protect health and minimize danger to
life and property.

(4) The department normally evaluates a sealed source or a device
using radiation safety criteria in accepted industry standards. If
these standards and criteria do not readily apply to a particular
case, the department formulates reasonable standards and criteria with
the help of the manufacturer or distributor. The department shall use
criteria and standards sufficient to ensure that the radiation safety
properties of the device or sealed source are adequate to protect
health and minimize danger to life and property. 10 C.F.R. 32 Subpart
A includes specific criteria that apply to certain exempt products,
Subpart B includes specific criteria applicable to certain generally
licensed devices, and Subpart C includes specific provisions that ap-
ply to certain specifically licensed items.

(5) After completion of the evaluation, the department issues a
certificate of registration to the person making the request. The cer-
tificate of registration acknowledges the availability of the submit-
ted information for inclusion in an application for a specific license
proposing use of the product, or concerning use under an exemption
from licensing or general license as applicable for the category of
certificate.
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(6) The person submitting the request for evaluation and regis-
tration of safety information about the product shall manufacture and
distribute the product in accordance with:

(a) The statements and representations, including quality control
program, contained in the request; and

(b) The provisions of the registration certificate.

(7) Authority to manufacture or initially distribute a sealed
source or device to specific licensees may be provided in the license
without the issuance of a certificate of registration in the following
cases:

(a) Calibration and reference sources containing no more than:

(1) ((3#)) Thirty-seven megabecquerels (one millicurie) for beta
or gamma emitting radionuclides; or

(ii) 0.37 megabecquerels (ten microcuries), for alpha emitting
radionuclides; or

(b) The intended recipients are qualified by training and experi-
ence and have sufficient facilities and equipment to safely use and
handle the requested quantity of radiocactive material in any form in
the case of unregistered sources or, for registered sealed sources
contained in unregistered devices, are qualified by training and expe-
rience and have sufficient facilities and equipment to safely use and
handle the requested quantity of radioactive material in unshielded
form, as specified in their licenses and:

(1) The intended recipients are licensed under WAC 246-235-090 of
this chapter, 10 C.F.R. 33, or comparable provisions of an agreement
state;

(ii) The recipients are authorized for research and development;

or

(iii) The sources and devices are to be built to the unique spec-
ifications of the particular recipient and contain no more than 740
gigabecquerels (20 curies) of tritium (H-3) or 7.4 gigabecquerels (200
millicuries) of any other radionuclide.

(8) After the certificate is issued, the department may conduct
an additional review as it determines is necessary to ensure compli-
ance with current regulatory standards. In conducting its review, the
department will complete its evaluation in accordance with criteria
specified in this section. The department may request such additional
information as it considers necessary to conduct its review and the
certificate holder shall provide the information as requested.

(9) (a) A certificate holder who no longer manufactures or ini-
tially transfers any of the sealed sources or devices covered by a
particular certificate issued by the department shall request inacti-
vation of the registration certificate from the department. Such a re-
quest must be made to the department by an appropriate method and must
normally be made no later than two years after initial distribution of
all of the sources or devices covered by the certificate has ceased.
However if the certificate holder determines that an initial transfer
was 1in fact the last initial transfer more than two years after that
transfer, the certificate holder shall request inactivation of the
certificate within ((afmety)) 90 days of this determination and brief-
ly describe the circumstances of the delay.

(b) If a distribution license is to be terminated in accordance
with chapters 246-232, 246-233, and 246-235 WAC, the licensee shall
request inactivation of its registration certificates associated with
that distribution license before the department will terminate the 1li-
cense. Such a request for inactivation of certificates must indicate
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that the license is being terminated and include the associated spe-
cific license number.

(c) A specific license to manufacture or initially transfer a
source or device covered only by an inactivated certificate no longer
authorizes the licensee to initially transfer such sources or devices
for use. Servicing of devices must be in accordance with any condi-
tions in the certificate, including in the case of an inactive certif-
icate.

[Statutory Authority: RCW 70.98.050 and 70.98.110. WSR 17-01-034, §
246-235-108, filed 12/12/16, effective 1/12/17; WSR 16-13-054, §
246-235-108, filed 6/10/16, effective 7/11/16.]

0Ts-3881.2

GENERAL PROVISIONS

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-010 Definitions, abbreviations, and acronyms. The
definitions, abbreviations, and acronyms in this section and in WAC
246-220-010 apply throughout this chapter unless the context clearly
indicates otherwise.

(1) "Address of use" means the building or buildings that are
identified on the license and where radicactive material may be re-
ceived, prepared, used, or stored.

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

(3) "Associlate radiation safety officer" means an individual who:

(a) Meets the reguirements in WAC 246-240-069 and 246-240-081;

and

(b) Is currently identified as an associate radiation safety of-
ficer for the types of use of radiocactive material for which the indi-
vidual has been assigned duties and tasks by the radiation safety of-
ficer on:

(1) A specific medical use license issued by the department, NRC,
Oor an agreement state; or

(1i) A medical use permit issued by an NRC master material licen-

see.
(4) "Attestation" means written certification under oath.
((#4r)) (5) "Authorized medical physicist" means an individual
who:
(a) Meets the requirements in WAC 246-240-072 and 246-240-081; or
(b) Is identified as an authorized medical physicist or telether-
apy physicist on:
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(1) A specific medical use license issued by the department, NRC,
Oor an agreement state;

(ii) A medical use permit issued by ((&)) an NRC master material
licensee;

(iii) A permit issued by ((&)) an NRC or agreement state broad
scope medical use licensee; or

(iv) A permit issued by ((&)) an NRC master material license

broad scope medical use permittee.

((4#5¥)) (6) "Authorized nuclear pharmacist" means a pharmacist
who:

(a) Meets the requirements in WAC 246-240-075 and 246-240-081; or

(b) Is identified as an authorized nuclear pharmacist on:

(1) A specific license issued by the department, NRC, or an
agreement state, that authorizes medical use or the practice of nucle-
ar pharmacy;

(ii) A permit issued by ((&)) an NRC master material licensee
that authorizes medical use or the practice of nuclear pharmacy;
(iii) A permit issued by ((&)) an NRC or agreement state broad

scope medical use licensee that authorizes medical use or the practice
of nuclear pharmacy; or

(iv) A permit issued by ((&)) an NRC master material license
broad scope medical use permittee that authorizes medical use or the
practice of nuclear pharmacy; or

(c) Is identified as an authorized nuclear pharmacist by a com-
mercial nuclear pharmacy that has been authorized to identify author-
ized nuclear pharmacists; or

(d) Is designated as an authorized nuclear pharmacist in accord-
ance with WAC 246-235-100(2).

((#6)r)) [(7) "Authorized user" means a physician, dentist, or po-
diatrist who:

(a) Meets the requirements in WAC 246-240-081 and 246-240-154,
246-240-163, 246-240-210, 246-240-213, 246-240-2106, 246-240-278,
246-240-301, or 246-240-399; or

(b) Is identified as an authorized user on:

(1) A department, NRC, or agreement state license that authorizes
the medical use of radioactive material; or

(ii) A permit issued by ((&)) an NRC master material licensee
that is authorized to permit the medical use of radioactive material;
or

(iii) A permit issued by a department, NRC, or agreement state
specific licensee of broad scope that is authorized to permit the med-
ical use of radioactive material; or

(iv) A permit issued by ((&)) an NRC master material license
broad scope permittee that is authorized to permit the medical use of
radioactive material.

((+F)) (8) "Brachytherapy" means a method of radiation therapy
in which sources are used to deliver a radiation dose at a distance of
up to a few centimeters by surface, intracavitary, intraluminal, or
interstitial application.

((48F)) (9) "Brachytherapy source" means a radiocactive source or
a manufacturer-assembled source train or a combination of these sour-
ces that is designed to deliver a therapeutic dose within a distance
of a few centimeters.

((#%¥)) (10) "Client's address" means the area of use or a tempo-
rary Jjob site for the purpose of providing mobile medical service in
accordance with WAC 246-240-125.
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((+0)) (11) "Cyclotron" means a particle accelerator in which
the charged particles travel in an outward spiral or circular path. A
cyclotron accelerates charged particles at energies usually in excess
of 10 mega-electron volts and is commonly used for production of short
half-1life radionuclides for medical use.

((+4)) (12) "Dedicated check source" means a radioactive source
that is used to assure the constant operation of a radiation detection
or measurement device over several months or years.

((+2r)) (13) "Dentist" means an individual licensed by a state
or territory of the United States, the District of Columbia, or the
Commonwealth of Puerto Rico to practice dentistry.

((+3>)) (14) "FDA" means the U.S. Food and Drug Administration.

((+4>)) (15) "High dose-rate remote afterloader" means a brachy-
therapy device that remotely delivers a dose rate in excess of 12 gray
(1200 rads) per hour at the point or surface where the dose is pre-
scribed.

((+5>))) (16) "Low dose-rate remote afterloader" means a brachy-
therapy device that remotely delivers a dose rate of less than or
equal to ((2)) two gray (200 rads) per hour at the point or surface
where the dose is prescribed.

((+6))) (17) "Management" means the chief executive officer or
other individual having the authority to manage, direct, or administer
the licensee's activities, or that person's delegate or delegates.

((+#H-)) (18) "Manual brachytherapy" means a type of brachythera-
py in which the brachytherapy sources (e.g., seeds, ribbons) are man-
ually placed topically on or inserted either into the body cavities
that are in close proximity to a treatment site or directly into the
tissue volume.

((38y)) (19) "Medical event" means an event that meets the cri-
teria in WAC 246-240-651.

( (%)) (20) "Medical institution" means an organization in
which more than one medical discipline is practiced.

((28y)) (21) "Medical use" means the intentional internal or ex-
ternal administration of radiocactive material or the radiation from
radiocactive material to patients or human research subjects under the
supervision of an authorized user.

((=21r)) (22) "Medium dose-rate remote afterloader" means a bra-
chytherapy device that remotely delivers a dose rate of greater than
((2)) two gray (200 rads), but less than or equal to 12 grays (1200
rads) per hour at the point or surface where the dose is prescribed.

((#22F)) (23) "Mobile medical service" means the transportation
of radioactive material to and its medical use at the client's ad-
dress.

((23y)) (24) "Ophthalmic physicist" means an individual who:

(a) Meets the reguirements in WAC 246-240-272 (1) (b) and
246-240-081; and

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

(i) Specific medical use license issued by the NRC or an agree-
ment state;

(ii) Permit issued by an NRC or agreement state broad scope medi-
cal use licensee;

(iii) Medical use permit issued by an NRC master material licen-

see; or
(iv) Permit issued by an NRC master material licensee broad scope
medical use permittee.
(25) "Output" means the exposure rate, dose rate, or a quantity
related in a known manner to these rates from a brachytherapy source
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or a teletherapy, remote afterloader, or gamma stereotactic radiosur-
gery unit for a specified set of exposure conditions.

((#24))) (26) "Patient intervention" means actions by the patient
or human research subject, whether intentional or unintentional, such
as dislodging or removing treatment devices or prematurely terminating
the administration.

((#25))) (27) "Podiatrist" means an individual licensed by a
state or territory of the United States, the District of Columbia, or
the Commonwealth of Puerto Rico to practice podiatry.

((426))) (28) "Positron emission tomography (PET) radionuclide
production facility"™ means a facility operating an accelerator for the
purpose of producing positron emission tomography radionuclides.

((2HF)) (29) "Preceptor" means an individual who provides, di-
rects, or verifies training and experience required for an individual
to become an authorized user, an authorized medical physicist, an au-
thorized nuclear pharmacist, ((e¥)) an authorized radiation safety of-
ficer, or an associate radiation safety officer.

((#28))) (30) "Prescribed dosage" means the specified activity or
range of activity of unsealed radioactive material as documented:

(a) In a written directive; or

(b) In accordance with the directions of the authorized user for
procedures performed under WAC 246-240-151 and 246-240-157.

((29y)) (31) "Prescribed dose" means:

(a) For gamma stereotactic radiosurgery, the total dose as docu-
mented in the written directive;

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

(c) For manual brachytherapy, either the total source strength
and exposure time or the total dose, as documented in the written di-
rective; or

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

((360))) (32) "Pulsed dose-rate remote afterloader" means a spe-
cial type of remote afterloading brachytherapy device that uses a sin-
gle source capable of delivering dose rates in the "high dose-rate"
range, but:

(a) Is approximately one-tenth of the activity of typical high
dose-rate remote afterloader sources; and

(b) Is used to simulate the radiobiology of a low dose-rate
treatment by inserting the source for a given fraction of each hour.

((3+F)) (33) "Sealed source and device registry" means the na-
tional registry that contains all the registration certificates, gen-
erated by NRC and the agreement states, that summarize the radiation
safety information for the sealed sources and devices and describe the
licensing and use conditions approved for the product.

((32))) (34) "Stereotactic radiosurgery" means the use of exter-
nal radiation in conjunction with a stereotactic guidance device to
very precisely deliver a therapeutic dose to a tissue volume.

((33))) (35) "Structured educational program" means an educa-
tional program designed to impart particular knowledge and practical
education through interrelated studies and supervised training.

((34))) (36) "Teletherapy" means a method of radiation therapy
in which collimated gamma rays are delivered at a distance from the
patient or human research subject.

((35))) (37) "Temporary Jjob site" means a location where mobile
medical services are conducted at other than those fixed ((Feea—
£H+en+ts))) locations of use authorized by the license.

Certified on 9/30/2022 [ 59 ] WSR 22-19-084



Washington State Register WSR 22-19-084

((436))) (38) "Therapeutic dosage" means a dosage of unsealed ra-
dicactive material that is intended to deliver a radiation dose to a
patient or human research subject for palliative or curative treat-
ment.

((=3+HF)) (39) "Therapeutic dose" means a radiation dose delivered
from a source containing radioactive material to a patient or human
research subject for palliative or curative treatment.

((38))) (40) "Treatment site" means the anatomical description
of the tissue intended to receive a radiation dose, as described in a
written directive.

((39y)) (41) "Type of use" means use of radioactive material un-
der WAC 246-240-151, 246-240-157, 246-240-201, 246-240-251,
246-240-301, 246-240-351, or 246-240-501.

((#40))) (42) "Unit dosage" means a dosage prepared for medical
use for administration as a single dosage to a patient or human re-
search subject without any further manipulation of the dosage after it
is initially prepared.

((H44y)) (43) "Written directive" means an authorized user's
written order for the administration of radioactive material or radia-
tion from radioactive material to a specific patient or human research
subject, as specified in WAC 246-240-060.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-010,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-010, filed
1/18/11, effective 2/18/11. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-240-010, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 07-14-131, §
246-240-010, filed 7/3/07, effective 8/3/07; WSR 06-05-019, §
246-240-010, filed 2/6/06, effective 3/9/06; WSR 98-13-037, §
246-240-010, filed 6/8/98, effective 7/9/98. Statutory Authority: RCW
70.98.050 and 70.98.080. WSR 92-06-008 (Order 245), § 246-240-010,
filed 2/21/92, effective 3/23/92.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-016 License required. (1) A person may manufacture,
produce, acquire, receive, possess, prepare, use, or transfer radioac-
tive material for medical use only in accordance with a specific 1li-
cense issued by the department, NRC, or an agreement state, or as al-
lowed in subsection (2) (a) or (b) of this section.

(2) A specific license is not needed for an individual who:

(a) Receives, possesses, uses, or transfers radioactive material
in accordance with these rules under the supervision of an authorized
user under WAC 246-240-057, unless prohibited by license condition; or

(b) Prepares unsealed radiocactive material for medical use in ac-
cordance with these rules under the supervision of an authorized nu-
clear pharmacist or authorized user under WAC 246-240-057, unless pro-
hibited by license condition.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-010,

filed 5/7/13, effective 6/7/13; WSR 06-05-019, § 246-240-016, filed
2/6/06, effective 3/9/06.]
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AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-019 Application for license, amendment, or renewal.
(1) An application must be signed by the applicant's or licensee's
management.

(2) An application for a license for medical use of radiocactive
material as described in WAC 246-240-151, 246-240-157, 246-240-201,
246-240-251, 246-240-301, 246-240-351, and 246-240-501 must be made
by:

(a) Filing the original "Application for Radioactive Material Li-
cense Medical," with the department that includes the facility dia-
gram, equipment, and training and experience qualifications of the ra-
diation safety officer, associate radiation safety officers, author-
ized ((wserts))) users, authorized medical ((physieist{s))) physi-
cists, ophthalmic physicists, and authorized nuclear ( (pharmacist{s)))
pharmacists; and

(b) Submitting applicable procedures required by WAC 246-240-360,
246-240-378, 246-240-381, and 246-240-384.

(3) A request for a license amendment or renewal must be made by:

(a) Submitting an original of either to the department:

(i) "Application for Radioactive Material License Medical"; or

(ii) A letter requesting the amendment or renewal with all infor-
mation required by license application; and

(b) Submitting applicable procedures required by WAC 246-240-360,
246-240-378, 246-240-381, and 246-240-384.

(4) In addition to the requirements in subsections (2) and (3) of
this section, an application for a license or amendment for medical
use of radioactive material as described in WAC 246-240-501 must also
include information regarding any radiation safety aspects of the med-
ical use of the material that is not addressed in this chapter.

(a) The applicant shall also provide specific information on:

(1) Radiation safety precautions and instructions;

(ii) Methodology for measurement of dosages or doses to be admin-
istered to patients or human research subjects; and

(iii) Calibration, maintenance, and repair of instruments and
equipment necessary for radiation safety.

(b) The applicant or licensee shall also provide any other infor-
mation requested by the department in its review of the application.

(c) The applicant shall provide identification of and commitment
to follow the applicable radiation safety program requirements in WAC
246-240-151 through 246-240-399 of this chapter that are appropriate
for the specific medical use under WAC 246-240-501.

(5) An applicant that satisfies the requirements specified in WAC
246-235-090(2) may apply for a Type A specific license of broad scope.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-019,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-022 License amendments. A licensee shall apply for
and must receive a license amendment before the licensee:
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(1) Receives, prepares, or uses radiocactive material for a type
of use that is permitted under this chapter, but that is not author-
ized on the licensee's current license issued under this chapter;

(2) Permits anyone to work as an authorized user, ophthalmic
physicist, authorized nuclear pharmacist, or authorized medical physi-
cist under the license, except:

(a) For an authorized user, an individual who meets the require-
ments in WAC 246-240-154, 246-240-163, 246-240-210, 246-240-213,
246-240-216, 246-240-278, or 246-240-399;

(b) For an authorized nuclear pharmacist, an individual who meets
the requirements in WAC 246-240-075 and 246-240-081;

(c) For an authorized medical physicist, an individual who meets
the requirements in WAC 246-240-072 and 246-240-081; or

(d) An individual who is identified as an authorized user, an au-
thorized nuclear pharmacist, ((e¥)) authorized medical physicist, or
ophthalmic physicist:

(1) On an agreement state or NRC license or other equivalent 1i-
cense recognized by the department that authorizes the use of radioac-
tive material in medical use or in the practice of nuclear pharmacy;
or

(ii) On a permit issued by NRC or an agreement state specific 1li-
cense of broad scope which is licensed to authorize the use of radio-
active material in medical use or in the practice of nuclear pharmacy;

(iii) On a permit issued by NRC master material licensee that is
licensed to authorize the use of radiocactive material in medical use
or in the practice of nuclear pharmacy; or

(iv) By a commercial nuclear pharmacy that has been licensed to
authorize nuclear pharmacists.

(3) Changes radiation safety officers, except as provided in WAC
246-240-051;

(4) Permits anvone to work as an assoclate radiation safety offi-
cer, or before the radiation safety officer assigns duties and tasks
to an associate radiation safety officer that differ from those for
which this individual is authorized on the license;

(5) Receives radioactive material in excess of the amount or in a
different form, or receives a different radionuclide than is author-
ized on the license;

((#5)¥)) (6) Adds to or changes the areas of use identified in the
application or on the license, ((exeept—feor)) including areas used in
accordance with either WAC 246-240-151 or 246-240-157 if the change
includes the addition or relocation of either an area where PET radio-
nuclides are produced or a PET radiocactive drug delivery line from the
PET radionuclide or PET radioactive drug production area. Other areas
of use where radioactive material is used only in accordance with ei-
ther WAC 246-240-151 or 246-240-157 are exempt;

((#6)r)) [(7) Changes the address(es) of use identified in the ap-
plication or on the license; ((and

++F)) (8) Revises procedures required by WAC 246-240-360,
246-240-378, 246-240-381, and 246-240-384, as applicable, where the
revision reduces radiation safety; and

(9) Receives a sealed source from a different manufacturer or of
a different model number than authorized by its license unless the
sealed source is used for manual brachytherapy, is listed in the
sealed source and device registry, and is in a quantity and for an
isotope authorized by the license.
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[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-022,
filed 5/7/13, effective 6/7/13; WSR 06-05-019, § 246-240-022, filed
2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 07-14-131, filed 7/3/07, effective
8/3/07)

WAC 246-240-025 Notifications. (1) A licensee shall notify the
department no later than ((fkirty)) 30 days after:

(a) An authorized user, an authorized nuclear pharmacist, a radi-
ation safety officer, an associate radiation safety officer, ophthal-
mic physicist, or an authorized medical physicist permanently discon-
tinues performance of duties under the license or has a name change;

(b) The licensee's mailing address changes;

(c) The licensee's name changes, but the name change does not
constitute a transfer of control of the license as described in WAC
246-232-050(2) ;

(d) The licensee has added to or changed the areas of use identi-
fied in the application or on the license where radioactive material
is used under either WAC 246-240-151 or 246-240-157 if the change does
not include the addition or relocation of either an area where PET ra-
dionuclides are produced or a PET radiocactive drug delivery line from
the PET radionuclide or PET radioactive drug production area; ((e¥))

(e) The licensee obtains a sealed source for use in manual bra-
chytherapy from a different manufacturer or with a different model
number than authorized by its license for which it did not require a
license amendment as provided in WAC 246-240-022(9). The notification
must include the manufacturer and model number of the sealed source,
the isotope, and the quantity per sealed source; or

(f) The licensee permits an authorized user or an individual
qualified to be a radiation safety officer, under WAC 246-240-069 and
246-240-081, to function as a temporary radiation safety officer and
to perform the functions of a radiation safety officer in accordance
with WAC 246-240-051(3).

(2) The licensee shall send the documents required in this sec-
tion to the department at P.0O. Box 47827, Olympia WA 98504-7827.

[Statutory Authority: RCW 70.98.050. WSR 07-14-131, § 246-240-025,
filed 7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-025, filed
2/6/06, effective 3/9/06; WSR 98-13-037, § 246-240-025, filed 6/8/98,
effective 7/9/98.]

AMENDATORY SECTION (Amending WSR 14-01-077, filed 12/16/13, effective
1/16/14)

WAC 246-240-028 Exemptions regarding Type A specific licenses of
broad scope. A licensee possessing a Type A specific license of broad
scope for medical use, issued under WAC 246-235-090, is exempt from
the provisions of:

(1) WAC 246-240-019 regarding the need to file an amendment to
the license for medical use of radiocactive material, as described in
WAC 246-240-501;
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(2) WAC 246-240-022(2);

(3) WAC 246-240-022((45))) (6) regarding additions to or changes
in the areas of use at the addresses identified in the application or
on the license;

(4) WAC 246-240-025 (1) (a) for an authorized user, an authorized
nuclear pharmacist, or an authorized medical physicist, or an ophthal-
mic physicist;

(5) WAC 246-240-025 (1) (d) regarding additions to or changes in
the areas of use identified in the application or on the license where
radioactive material is used in accordance with either WAC 246-240-151
or 246-240-157;

(6) WAC 246-240-066.

[Statutory Authority: RCW 70.98.050. WSR 14-01-077, § 246-240-028,
filed 12/16/13, effective 1/16/14; WSR 06-05-019, § 246-240-028, filed
2/6/06, effective 3/9/06.]

GENERAL ADMINISTRATIVE REQUIREMENTS

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-051 Authority and responsibilities for the radiation
protection program. (1) In addition to the radiation protection pro-
gram requirements of WAC 246-221-005, a licensee's management shall
approve in writing:

(a) Requests for a license application, renewal, or amendment be-
fore submittal to the department;

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

(c) Radiation protection program changes that do not require a
license amendment and are permitted under WAC 246-240-054;

(2) A licensee's management shall appoint a radiation safety of-
ficer, who agrees, in writing, to be responsible for implementing the
radiation protection program. The licensee, through the radiation
safety officer, shall ensure that radiation safety activities are be-
ing performed in accordance with licensee-approved procedures and reg-
ulatory requirements. A licensee's management may appoint, in writing,
one or more associate radiation safety officers to support the radia-
tion safety officer. The radiation safety officer, with the written
agreement of the licensee's management, must assign the specific du-
ties and tasks to each associate radiation safety officer. These du-
ties and tasks are restricted to the types of use for which the asso-
ciate radiation safety officer is listed on a license. The radiation
safety officer may delegate duties and tasks to the associate radia-
tion safety officer but shall not delegate the authority or responsi-
bilities for implementing the radiation protection program.
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(3) For up to ((sixty)) 60 days each year, a licensee may permit
an authorized user or an individual qualified to be a radiation safety
officer, under WAC 246-240-069 and 246-240-081, to function as a tem-
porary radiation safety officer and to perform the functions of a ra-
diation safety officer, under subsection (7) of this section, if the
licensee takes the actions required in subsections (2), (5), (7), and
(8) of this section and notifies the department in accordance with WAC
246-240-025(1) .

(4) A licensee may simultaneously appoint more than one temporary
radiation safety officer under subsection (3) of this section, if nee-
ded to ensure that the licensee has a temporary radiation safety offi-
cer that satisfies the requirements to be a radiation safety officer
for each of the different types of uses of radioactive material per-
mitted by the license.

(5) A licensee shall establish the authority, duties, and respon-
sibilities of the radiation safety officer in writing.

(6) Licensees that are authorized for two or more different types
of use of radioactive material under WAC 246-240-201, 246-240-251, or
246-240-351, shall establish a radiation safety committee to oversee
all uses of radioactive material permitted by the license. The commit-
tee must include an authorized user of each type of use permitted by
the license, the radiation safety officer, a representative of the
nursing service, and a representative of management who is neither an
authorized user nor a radiation safety officer. The committee may in-
clude other members the licensee considers appropriate.

(7) A licensee shall provide the radiation safety officer suffi-
cient authority, organizational freedom, time, resources, and manage-
ment prerogative, to:

(a) Identify radiation safety problems;

(b) Initiate, recommend, or provide corrective actions;

(c) Stop unsafe operations; and

(d) Verify implementation of corrective actions.

(8) A licensee shall retain a record of actions taken under sub-
sections (1), (2), and (5) of this section in accordance with WAC
246-240-551.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-051,
filed 5/7/13, effective 6/7/13; WSR 06-05-019, § 246-240-051, filed
2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 09-06-003, filed 2/18/09, effective
3/21/09)

WAC 246-240-060 Written directives. (1) A written directive
must be dated and signed by an authorized user before the administra-
tion of I-131 sodium iodide greater than 1.11 megabecquerels (30 mi-
crocuries), any therapeutic dosage of unsealed radioactive material or
any therapeutic dose of radiation from radioactive material.

If, because of the emergent nature of the patient's condition, a
delay in order to provide a written directive would jeopardize the pa-
tient's health, an oral directive is acceptable. The information con-
tained in the oral directive must be documented as soon as possible in
writing in the patient's record. A written directive must be prepared
within ((ferty—eight)) 48 hours of the oral directive.
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(2) The written directive must contain the patient or human re-
search subject's name and the following information:

(a) For any administration of quantities greater than 1.11 mega-
becquerels (30 microcuries) of sodium iodide I-131: The dosage;

(b) For an administration of a therapeutic dosage of unsealed ra-
dioactive material other than sodium iodide I-131: The radiocactive
drug, dosage, and route of administration;

(c) For gamma stereotactic radiosurgery: The total dose, treat-
ment site, and values for the target coordinate settings per treatment
for each anatomically distinct treatment site;

(d) For teletherapy: The total dose, dose per fraction, number of
fractions, and treatment site;

(e) For high dose-rate remote afterloading brachytherapy: The ra-
dionuclide, treatment site, dose per fraction, number of fractions,
and total dose; ((e¥))

(f) For permanent implant brachyvtherapv:

(i) Before implantation: The treatment site, the radionuclide,
and the total source strength; and

(ii) After implantation but before the patient leaves the post-
treatment recovery area: The treatment site, the number of sources im-
planted, the total source strength implanted, and the date; or

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

(1) Before implantation: The treatment site, the radionuclide,
and dose; and

(ii) After implantation but before completion of the procedure:
The radionuclide, treatment site, number of sources, and total source
strength and exposure time (or the total dose), and date.

(3)(a) A written revision to an existing written directive may be
made if the revision is dated and signed by an authorized user before
the administration of the dosage of unsealed radioactive material, the
brachytherapy dose, the gamma stereotactic radiosurgery dose, the tel-
etherapy dose, or the next fractional dose.

(b) If, because of the patient's condition, a delay in order to
provide a written revision to an existing written directive would
jeopardize the patient's health, an oral revision to an existing writ-
ten directive is acceptable. The oral revision must be documented as
soon as possible in the patient's record. A revised written directive
must be signed by the authorized user within ((ferty—eigh®t)) 48 hours
of the oral revision.

(4) The licensee shall retain a copy of the written directive in
accordance with WAC 246-240-557.

[Statutory Authority: RCW 70.98.050 and 70.98.080. WSR 09-06-003, §

246-240-060, filed 2/18/09, effective 3/21/09. Statutory Authority:

RCW 70.98.050. WSR 06-05-019, § 246-240-060, filed 2/6/06, effective
3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-063 Procedures for administrations requiring a writ-
ten directive. (1) For any administration requiring a written direc-
tive, the licensee shall develop, implement, and maintain written pro-
cedures to provide high confidence that:
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(a) The patient's or human research subject's identity is veri-
fied before each administration; and

(b) Each administration is in accordance with the written direc-
tive.

(2) At a minimum, the procedures required by subsection (1) of
this section must address the following items that are applicable to
the licensee's use of radioactive material:

(a) Verifying the identity of the patient or human research sub-
ject;

(b) Verifying that the administration is in accordance with the
treatment plan, if applicable, and the written directive;

(c) Checking both manual and computer-generated dose calcula-
tions; ((and))

(d) Verifying that any computer-generated dose calculations are
correctly transferred into the consoles of therapeutic medical units
authorized by WAC 246-240-351 or 246-240-501;

(e) Determining if a medical event, as defined in WAC
246-240-651, has occurred; and

(f) Determining, for permanent implant brachytherapy, within 60
calendar days from the date the implant was performed, the total
source strength administered outside of the treatment site compared to
the total source strength documented in the post-implantation portion
of the written directive, unless a written justification of patient
unavailability is documented.

(3) A licensee shall retain a copy of the procedures required un-
der subsection (1) of this section in accordance with WAC 246-240-560.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-063,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-069 Training for radiation safety officer and asso-
ciate radiation safety officer. Except as provided in WAC
246-240-078, the licensee shall require an individual fulfilling the
responsibilities of the radiation safety officer or an individual as-
signed duties and tasks as an associate radiation safety officer under
WAC 246-240-051 to be an individual who:

(1) Is certified by a specialty board whose certification process
has been recognized by the department, NRC, or an agreement state, and
who meets the requirements of subsection((s)) (4) ((ame—5))) of this

section. ((+Speeia%%y—beafds—whese—eef%ié%ea%%eﬁ—pfeeess—has—beeﬁ—fee-

(O

tootkit/spec—board—ecerthitmt—+TFoPbe)) The names of board certifica-
tions that have been recognized by the department, NRC, or an agree-
ment state are posted on the NRC's medical uses licensee toolkit web
page. To have its certification process recognized, a specialty board
shall require all candidates for certification to:

(a) (i) Hold a bachelor's or graduate degree from an accredited
college or university in physical science or engineering or biological
science with a minimum of ((wenty)) 20 college credits in physical
science;
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((r)) (ii) Have five or more years of professional experience
in health physics (graduate training may be substituted for no more
than two years of the required experience) including at least three
years in applied health physics; and

((#er)) (iii) Pass an examination administered by diplomates of
the specialty board, which evaluates knowledge and competence in radi-
ation physics and instrumentation, radiation protection, mathematics
pertaining to the use and measurement of radiocactivity, radiation bi-

ology, and radiation dosimetry; or
(b) (i) Hold a master's or doctor's degree in physics, medical
physics, other physical science, engineering, or applied mathematics

from an accredited college or university;

(ii) Have two years of full-time practical training or supervised
experience in medical physics:

(A) Under the supervision of a medical physicist who is certified
in medical physics by a specialty board recognized by NRC or an agree-
ment state; or

(B) In clinical nuclear medicine facilities providing diagnostic
or therapeutic services under the direction of physicians who meet the
requirements for authorized users in WAC 246-240-078, 246-240-163 or
246-240-210; and

(iii) Pass an examination, administered by diplomates of the spe-
cialty board, that assesses knowledge and competence in clinical diag-
nostic radiological or nuclear medicine physics and in radiation safe-

ty; or
anFfot g £L£2 now o SO [ I R PPN B APy, S e B IR, | PR [ RN N
o UL L__Y |\ N S - CITITTACT CTT LT T TV I U 1TITTOOS L& S\ i . \4 A8 (=8 - \4 - A T OO T T T T
o fFotsz lermersl oados P o P LUy T F T T P A, [ ST S ey
[N e g L__Y NTTOW I \_A\j [0 LW N S S S W TTC | [ S U I R B NP W S W R § LTI b/ T LlL_J._Y (& ye) (=8 [ Sy @) B W R Sy @ N W Y IT
anfat s 1" £ N A~ 11 11 o v))
[N g L__Y |\ S S S - [ S N (=8 11T AL O T @ ) [ S TS 7 L .

(2) (a) Has completed a structured educational program consisting
of both:

(1) Two hundred hours of classroom and laboratory training in the

following areas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radiocac-
tivity;

(D) Radiation biology; and

(E) Radiation dosimetry; and

(ii) One year of full-time radiation safety experience under the

supervision of the

cer on a department, NRC, or an agreement state license or

individual identified as the radiation safety offi-
( (Heewse))

permit issued by an NRC master material licensee that authorizes simi-
lar ((typets)r—ef—wusefs))) types of uses of radioactive material ( (&a—
vobving—the—feolleowing)). An associate radiation safety officer may

provide supervision for those areas for which the associate radiation
safety officer is authorized on a department, NRC, or an agreement
state license or permit issued by an NRC master material licensee.
full-time radiation safety experience must involve the following:

(A) Shipping, receiving, and performing related radiation sur-
veys;

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

(C) Securing and controlling radioactive material;

(D) Using administrative controls to avoid mistakes in the admin-
istration of radioactive material;

The
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(E) Using procedures to prevent or minimize radioactive contami-
nation and using proper decontamination procedures;

(F) Using emergency procedures to control radioactive material;
and

(G) Disposing of radicactive material; ((e¥)) and

(b) This individual must obtain a written attestation, signed by
a preceptor radiation safety officer or associate radiation safety of-
ficer who has experience with the radiation safety aspects of similar
tyvpes of use of radiocactive material for which the individual is seek-
ing approval as a radiation safety officer or an associate radiation
safety officer. The written attestation must state that the individual
has satisfactorily completed the requirements in (a) of this subsec-
tion and subsection (4) of this section, and is able to independently
fulfill the radiation safetv-related duties as a radiation safety of-
ficer or as an associate radiation safety officer for a medical use
license; or

(3) (a) Is a medical physicist who has been certified by a spe-
cialty board whose certification process has been recognized by the
department, NRC, or an agreement state under WAC 246-240-072 and has
experience in radiation safety for similar types of use of radioactive
material for which the licensee is seeking the approval of the indi-
vidual as radiation safety officer or associate radiation safety offi-
cer, and who meets the requirements in subsection((s)) (4) ((apd—5Y)))
of this section; or

((=>)) (b) Is an authorized user, authori

r authorized nuclear pharmacist identified on
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ment, NRC, or an agreement state license, a permit issued by an NRC
master material licensee, a permit issued by the department, NRC, or
an agreement state licensee of broad scope, or an NRC master material
license broad scope permittee, has experience with the radiation safe-
ty aspects of similar types of use of radiocactive material for which
the licensee seeks the approval of the individual ((kas)) as the radi-
ation safety officer ((respersibitities;—and
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+5))) or associate radiation safety officer and meets the re-
guirements in subsection (4) of this section; or

(c) Has experience with the radiation safety aspects of the types
of use of radioactive material for which the individual is seeking si-
multaneous approval both as the radiation safety officer and the au-
thorized user on the same new medical use license or new medical use
permit issued by an NRC master material licensee. The individual must
also meet the requirements in subsection (4) of this section.

(4) Has training in the radiation safety, regulatory issues, and
emergency procedures for the types of use for which a licensee seeks
approval. This training requirement may be satisfied by completing
training that is supervised by an authorized medical physicist, au-
thorized user, authorized nuclear pharmacist, ((e¥)) radiation safety
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officer, or an associate radiation safety officer, as appropriate, who
is authorized for the ((&ypets))) types of use for which the licensee
is seeking approval.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-069,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-069, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-069, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-069, filed 2/6/06,
effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-072 Training for an authorized medical physicist.
Except as provided in WAC 246-240-078, the licensee shall require the
authorized medical physicist to be an individual who:

(1) Is certified by a specialty board whose certification process
has been recognized by the department, NRC, or an agreement state and
who meets the requirements in subsection ((s—2r¥)r—and)) (3) of this

section. ((+Speciattyboards—whose—<certification process—hasPpbeen—ree—

cert-hEtmi-—r—Fo—be)) The names of board certifications that have been

recognized by the department, NRC, or an agreement state are posted on
the NRC's medical uses licensee toolkit web page. To have its certifi-
cation process recognized, a specialty board shall require all candi-

dates for certification to:

(a) Hold a master's or doctor's degree in physics, medical phys-
ics, other physical science, engineering, or applied mathematics from
an accredited college or university;

(b) Have two years of full-time practical training ((e¥)) and/or
supervised experience in medical physics:

(1) Under the supervision of a medical physicist who is certified
in medical physics by a specialty board recognized by the department,
NRC, or an agreement state; or

(ii) In clinical radiation facilities providing high energy, ex-
ternal beam therapy (photons and electrons with energies greater than
or equal to one million electron volts) and brachytherapy services un-
der the direction of physicians who meet the requirements for author-
ized users in WAC 246-240-078, 246-240-278 or 246-240-399;

(c) Pass an examination, administered by diplomates of the spe-
cialty board, which assesses knowledge and competence in clinical ra-
diation therapy, radiation safety, calibration, quality assurance, and
treatment planning for external beam therapy, brachytherapy, and ster-
eotactic radiosurgery; or

(2) (a) Holds a master's or doctor's degree in physics, medical
physics, other physical science, engineering, or applied mathematics
from an accredited college or university; and has completed one year
of full-time training in medical physics and an additional year of
full-time work experience under the supervision of an individual who
meets the requirements for an authorized medical physicist for the
( (Eypets)y)) types of use ((medatities)) for which the individual is
seeking authorization. This training and work experience must be con-
ducted in clinical radiation facilities that provide high energy, ex-
ternal beam therapy (photons and electrons with energies greater than
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or equal to 1,000,000 electron volts) and brachytherapy services and
must include:

(1) Performing sealed source leak tests and inventories;

(ii) Performing decay corrections;

(iii) Performing full calibration and periodic spot checks of ex-
ternal beam treatment units, stereotactic radiosurgery units, and re-
mote afterloading units as applicable; and

(iv) Conducting radiation surveys around external beam treatment
units, stereotactic radiosurgery units, and remote afterloading units
as applicable; and

(b) Has obtained written attestation that the individual has sat-
isfactorily completed the requirements in ( (subseetions—(H{a)r—and—b)
aprad—3r—oer—+2}r)) (a) of this subsection and subsection (3) of this
section, and ( (khas—aehieved—aJtevel of competeney sufficient—+teo—Ffune—
HHeon—independerntty)) 1is able to independently fulfill the radiation
safety-related duties as an authorized medical physicist for each type
of therapeutic medical unit for which the individual is requesting au-
thorized medical physicist status. The written attestation must be
signed by a preceptor authorized medical physicist who meets the re-
gquirements in WAC 246-240-072, 246-240-078, or equivalent NRC or
agreement state requirements for an authorized medical physicist for
each type of therapeutic medical unit for which the individual is re-
questing authorized medical physicist status ((+—anad) ).

(3) Has training for the ((&ypets))) Ltypes of use ((ixr—the—medad—
it+es)) for which authorization is sought that includes hands-on de-
vice operation, safety procedures, clinical use, and the operation of
a treatment planning system. This training requirement may be satis-
fied by satisfactorily completing either a training program provided
by the vendor or by training supervised by an authorized medical phys-
icist authorized for the ((&ypets))) types of use for which the indi-
vidual is seeking authorization.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-072,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-072, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-072, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-072, filed 2/6/06,
effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-075 Training for an authorized nuclear pharmacist.
Except as provided in WAC 246-240-078, the licensee shall require the
authorized nuclear pharmacist to be a pharmacist who:

(1) Is certified by a specialty board whose certification process
has been recognized by the department, NRC, or an agreement state
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be)). The names of board certifications that have been recognized by

the department, NRC, or an agreement state are posted on the NRC's
medical uses licensee toolkit web page. To have its certification
process recognized, a specialty board shall require all candidates for
certification to:
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(a) Have graduated from a pharmacy program accredited by the
American Council on Pharmaceutical Education or have passed the For-
eign Pharmacy Graduate Examination Committee (FPGEC) examination;

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

(c) Provide evidence of having acquired at least ((feuwr—thou
sard)) 4,000 hours of training/experience in nuclear pharmacy prac-
tice. Academic training may be substituted for no more than ((twe

theusand)) 2,000 hours of the required training and experience; and

(d) Pass an examination in nuclear pharmacy administered by dip-
lomates of the specialty board, which assesses knowledge and competen-—
cy 1n procurement, compounding, quality assurance, dispensing, distri-
bution, health and safety, radiation safety, provision of information
and consultation, monitoring patient outcomes, research and develop-
ment; or

(2) (a) Has completed ( (twe—hundred)) 00 hours in a structured
educational program consisting of both:
(1) ((B3daetie)) Two hundred hours of classroom and laboratory

training in the following areas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radiocac-
tivity;

(D) Chemistry of radiocactive material for medical use; and

(E) Radiation biology; and

(ii) Supervised practical experience in a nuclear pharmacy in-
volving:

(A) Shipping, receiving, and performing related radiation sur-
veys;

(B) Using and performing checks for proper operation of instru-
ments used to determine the activity of dosages, survey meters, and,
if appropriate, instruments used to measure alpha-or beta-emitting ra-
dionuclides;

(C) Calculating, assaying, and safely preparing dosages for pa-
tients or human research subjects;

(D) Using administrative controls to avoid medical events in the
administration of radiocactive material; and

(E) Using procedures to prevent or minimize radioactive contami-
nation and using proper decontamination procedures; and

(b) Has obtained written attestation, signed by a preceptor au-
thorized nuclear pharmacist, that the individual has satisfactorily
completed the requirements in ( (swbseetieons— o+ )r—and—te)r—or
+2¥)) (a) of this ((seetiern)) subsection and ( (khas—aechieved—atevel—-of
competenrey—sufficeient—+to—funetion)) 1is able to independently fulfill
the radiation safety-related duties as an authorized nuclear pharma-
cist.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-075,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-075, filed
1/18/11, effective 2/18/11; WSR 06-05-019, § 246-240-075, filed
2/6/06, effective 3/9/06.]
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AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-078 Training for experienced radiation safety offi-
cer, teletherapy or medical physicist, authorized medical physicist,
authorized user, nuclear pharmacist, and authorized nuclear pharma-
cist. (1) (a) An individual identified on a department, NRC, or an
agreement state license; or a permit issued by a department, NRC, or
an agreement state broad scope licensee or master material license
permit; or by a master material license permittee of broad scope as a

radiation safety officer, a teletherapy or medical physicist, ((e®))

an authorized medical physicist, a nuclear pharmacist or authorized

nuclear pharmacist on ((a—department;—NRC;—eoragreement—StateJ1iecenses
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pe¥rmitE of—Jbreoad——secope)) or before ((oeteber—247—2066)) January 14,

2019, need not comply with the training requirements of WAC

246-240-069, 246-240-072, or 246-240-075, respectively except the ra-
diation safety officers and authorized medical physicists identified
in this subsection must meet the training requirements in WAC
246-240-069(4) or 246-240-072(3), as appropriate, for any material or
uses for which they were not authorized prior to this date.

(b) Any individual certified by the American Board of Health
Physics in Comprehensive Health Physics; American Board of Radiology;
American Board of Nuclear Medicine; American Board of Science in Nu-
clear Medicine; Board of Pharmaceutical Specialties in Nuclear Pharma-
cy; American Board of Medical Physics in radiation oncology physics;
Roval College of Physicians and Surgeons of Canada in nuclear medi-
cine; American Osteopathic Board of Radiology; or American Osteopathic
Board of Nuclear Medicine on or before October 24, 2005, need not com-
ply with the training requirements of WAC 246-240-069 to be identified
as a radiation safety officer or as an associate radiation safety of-
ficer on a department, NRC, or an agreement state license or NRC mas-
ter material license permit for those materials and uses that these
individuals performed on or before October 24, 2005.

(c) Any individual certified by the American Board of Radiology
in therapeutic radiological physics, Roentgen ray and gamma ray phys-
ics, X-ray and radium physics, or radiological physics, or certified
by the American Board of Medical Physics in radiation oncology phys-
ics, on or before October 24, 2005, need not comply with the training
requirements for an authorized medical physicist described in WAC
246-240-072, for those materials and uses that these individuals per-
formed on or before October 24, 2005.

(d) A radiation safety officer, a medical physicist, or a nuclear
pharmacist, who used only accelerator-produced radiocactive materials,
discrete sources of radium-226, or both, for medical uses or in the
practice of nuclear pharmacy at a government agency or federally rec-
ognized Indian tribe before November 30, 2007, or at all other loca-
tions of use before August 8, 2009, or an earlier date as noticed by
the NRC, need not comply with the training requirements of WAC
246-240-069, 246-240-072 or 246-240-075, respectively, when performing
the same uses. A nuclear pharmacist, who prepared only radiocactive
drugs containing accelerator-produced radiocactive materials, or a med-
ical physicist, who used only accelerator-produced radiocactive materi-
als, at the Jlocations and during the time period identified in this
subsection, gualifies as an authorized nuclear pharmacist or an au-
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thorized medical physicist, respectively, for those materials and uses
performed before these dates, for the purposes of this chapter.

(2) (a) Physicians, dentists, or podiatrists identified as author-
ized users for the medical use of radioactive material on a license
issued by the department, NRC, or an agreement state, ((exrNRc—breoad
scope—tieense;—ortieense)) a permit issued by an NRC master material
license, a permit issued by a department, NRC, or an agreement state
broad scope licensee, or permit issued by an NRC master material 1i-
cense broad scope permittee on or before ((6eteber—24+—20606)) January
14, 2019, who perform only those medical uses for which they were au-
thorized on or before that date need not comply with the training re-
quirements of WAC 246-240-151 ((amd)) through 246-240-399.

(b) Physicians, dentists, or podiatrists not identified as au-
thorized users for the medical use of radioactive material on a 1i-
cense issued by the department, NRC, or an agreement state, a permit
issued by an NRC master material licensee, a permit issued by the de-
partment, NRC, or an agreement state broad scope licensee, or a permit
issued in accordance with an NRC master material broad scope license
on or before October 24, 2005, need not comply with the training re-
guirements of WAC 246-240-151 through 246-240-399 for those materials
and uses that these individuals performed on or before October 24,
2005, as follows:

(1) For uses authorized under WAC 246-240-151 or 246-240-157, or
oral administration of sodium iodide I-131 requiring a written direc-
tive for imaging and localization purposes, a physician who was certi-
fied on or before October 24, 2005, in nuclear medicine by the Ameri-
can Board of Nuclear Medicine; diagnostic radiology by the American
Board of Radiology; diagnostic radiology or radiology by the American
Osteopathic Board of Radiology; nuclear medicine by the Roval College
of Physicians and Surgeons of Canada; or American Osteopathic Board of
Nuclear Medicine in nuclear medicine;

(1i) For uses authorized under WAC 246-240-201, a physician who
was certified on or before October 24, 2005, by the American Board of
Nuclear Medicine; the American Board of Radiology in radiology, thera-
peutic radiology, or radiation oncology; nuclear medicine by the Roval
College of Physicians and Surgeons of Canada; or the American Osteo-
pathic Board of Radiology after 1984;

(1ii) For uses authorized under WAC 246-240-251 or 246-240-351, a
physician who was certified on or before October 24, 2005, in radiolo-
gy, therapeutic radiology or radiation oncology by the American Board
of Radiology; radiation oncology by the American Osteopathic Board of
Radiology; radiology, with specialization in radiotherapy, as a Brit-
ish "Fellow of the Faculty of Radiology" or "Fellow of the Roval Col-
lege of Radiology"; or therapeutic radiology by the Canadian Roval
College of Physicians and Surgeons; and

(iv) For uses authorized under WAC 246-240-301, a physician who
was certified on or before October 24, 2005, in radiology, diagnostic
radiology, therapeutic radiology, or radiation oncology by the Ameri-
can Board of Radiology; nuclear medicine by the American Board of Nu-
clear Medicine; diagnostic radiology or radiology by the American Os-
teopathic Board of Radiology; or nuclear medicine by the Roval College
of Physicians and Surgeons of Canada.

(c) Physicians, dentists, or podiatrists who used only accelera-
tor-produced radiocactive materials, discrete sources of radium-226, or
both, for medical uses performed at a government agency or federally
recognized Indian tribe before November 30, 2007, or at all other lo-
cations of use before Augqust 8, 2009, or an earlier date as noticed by
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the NRC, need not comply with the training requirements of WAC
246-240-151 through 246-240-399 of this chapter when performing the
same medical uses. A physician, dentist, or podiatrist, who used only
accelerator-produced radiocactive materials, discrete sources of radi-
um-226, or both, for medical uses at the locations and time period
identified in this subsection, qualifies as an authorized user for
those materials and uses performed before these dates, for the purpo-
ses of this chapter.

(3) Individuals who need not comply with training requirements as
described in this section may serve as preceptors for, and supervisors
of, applicants seeking authorization on state of Washington radiocac-
tive materials licenses for the same uses for which these individuals
are authorized.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-078,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-078, filed
1/18/11, effective 2/18/11; WSR 06-05-019, § 246-240-078, filed
2/6/06, effective 3/9/06.]

GENERAL TECHNICAL REQUIREMENTS

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-104 Calibration of survey instruments. (1) A licen-
see shall calibrate the survey instruments used to show compliance
with this section and WAC 246-240-587 before first use, annually, and
following a repair that affects the calibration. A licensee shall:

(a) Calibrate all scales with readings up to 10 mSv (1000 mrem)
per hour with a radiation source;

(b) Calibrate two separated readings on each scale or decade that
will be used to show compliance; and

(c) Conspicuously note on the instrument the date of calibration.

(2) A licensee may not use survey instruments if the difference
between the indicated exposure rate and the calculated exposure rate
is more than ((&wenty)) 20 percent.

(3) A licensee shall retain a record of each survey instrument
calibration in accordance with WAC 246-240-566.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-104,
filed 2/6/06, effective 3/9/06.]
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AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-107 Determination of dosages of unsealed radioactive
material for medical use. (1) A licensee shall determine and record
the activity of each dosage before medical use.

(2) For a unit dosage, this determination must be made by:

(a) Direct measurement of radicactivity; or

(b) A decay correction, based on the activity or activity concen-
tration determined by:

(i) A manufacturer, producer, or preparer licensed under WAC
246-235-100 or equivalent NRC or agreement state requirements; or

(ii) An agreement state or NRC licensee for use in research in
accordance with a radicactive drug research committee-approved proto-
col or an investigational new drug protocol accepted by FDA.

(3) For other than unit dosages, this determination must be made
by:

(a) Direct measurement of radiocactivity;

(b) Combination of measurement of radicactivity and mathematical
calculations; or

(c) Combination of volumetric measurements and mathematical cal-
culations, based on the measurement made by a manufacturer, producer,
or preparer licensed under WAC 246-235-100 or equivalent agreement
state requirements.

(4) Unless otherwise directed by the authorized user, a licensee
may not use a dosage if the dosage does not fall within the prescribed
dosage range or if the dosage differs from the prescribed dosage by
more than ((Ewenty)) 20 percent.

(5) A licensee shall retain a record of the dosage determination
required by this section in accordance with WAC 246-240-569.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-107,
filed 5/7/13, effective 6/7/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-240-107, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 06-05-019, §
246-240-107, filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-110 Authorization for calibration, transmission, and
reference sources. (1) Any person authorized by WAC 246-240-016 for
medical use of radicactive material may receive, possess, and use any
of the following radicactive material for check, calibration, trans-
mission, and reference use:

((#3r)) (a) Sealed sources, not exceeding 1.11 gigabecquerels (30
millicuries) each, manufactured and distributed by a person licensed
under WAC 246-235-102 or equivalent agreement state or NRC regula-
tions ((=)) ;2

((#2¥)) (b) Sealed sources, not exceeding 1.11 gigabecquerels (30
millicuries) each, redistributed by a licensee authorized to redis-
tribute the sealed sources manufactured and distributed by a person
licensed under WAC 246-235-102, or equivalent agreement state or NRC
regulations ((+£f)), provided the redistributed sealed sources are in
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the original packaging and shielding and are accompanied by the manu-
facturer's approved instructions ((=)).;

((3r)) (c) Any radioactive material with a half-life not longer
than ((eme—hundred—twenty)) 120 days in individual amounts not to ex-
ceed 0.56 gigabecquerels (15 millicuries) ((=))2

((#4r)) (d) Any radioactive material with a half-life longer than
( (ere—hundred—twenty)) 120 days in individual amounts not to exceed
the smaller of 7.4 megabecquerels (200 microcuries) or ((+868)) 1,000
times the quantities in Schedule B of WAC 246-232-120((~=)); or

((#5¥)) (e) Technetium-99m in amounts as needed.

(2) Radioactive material in sealed sources authorized by this
provision shall not be:

(a) Used for medical use as defined in WAC 246-240-010, except in
accordance with the requirements in WAC 246-240-301; or

(b) Combined, such as bundled or aggregated, to create an activi-
ty greater than the maximum activity of any single sealed source au-
thorized under this section.

(3) A licensee using calibration, transmission, and reference
sources in accordance with the requirements in subsection (1) or (2)
of this section need not list these sources on a specific medical use
license.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-110,
filed 5/7/13, effective 6/7/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-240-110, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 07-14-131, §
246-240-110, filed 7/3/07, effective 8/3/07; WSR 06-05-019, §
246-240-110, filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-113 Requirements for possession of sealed sources
and brachytherapy sources. (1) A licensee in possession of any sealed
source or brachytherapy source shall follow the radiation safety and
handling instructions supplied by the manufacturer.

(2) A licensee in possession of a sealed source shall:

(a) Test the source for leakage before its first use unless the
licensee has a certificate from the supplier indicating that the
source was tested within six months before transfer to the licensee;
and

(b) Test the source for leakage at intervals not to exceed six
months or at other intervals approved by the department, NRC, or an
agreement state in the sealed source and device registry.

(3) To satisfy the leak test requirements of this section, the
licensee shall ensure the sample is analyzed by such method that the
leak test can detect the presence of 185 becquerels (0.005 microc-
uries) of radiocactive material in the sample.

(4) A licensee shall retain leak test records in accordance with
WAC 246-240-572(1).

(5) If the leak test reveals the presence of 185 becquerels
(0.005 microcurie) or more of removable contamination, the licensee
shall:
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(a) Immediately withdraw the sealed source from use and store,
dispose, or cause it to be repaired in accordance with the require-
ments in chapters 246-221 and 246-232 WAC; and

(b) File a report within five days of the leak test in accordance
with WAC 246-240-657.

(6) A licensee need not perform a leak test on the following
sources:

(a) Sources containing only radiocactive material with a half-1life
of less than ((&kirtsy)) 30 days;

(b) Sources containing only radiocactive material as a gas;

(c) Sources containing 3.7 megabecquerels (100 microcuries) or
less of beta- or gamma-emitting material or 0.37 megabecquerel (10 mi-
crocuries) or less of alpha-emitting material;

(d) Seeds of iridium-192 encased in nylon ribbon; and

(e) Sources stored and not being used. However, the licensee
shall test each source for leakage before any use or transfer unless
it has been leak tested within six months before the date of use or
transfer.

(7) A licensee in possession of sealed sources or brachytherapy
sources, except for gamma stereotactic radiosurgery sources, shall
conduct a physical inventory of all the sources in its possession at
intervals not to exceed six months. The licensee shall retain each in-
ventory record in accordance with WAC 246-240-572.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-113,
filed 5/7/13, effective 6/7/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-240-113, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 06-05-019, §
246-240-113, filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-119 Surveys of ambient radiation exposure rate. (1)
In addition to the surveys required by chapter 246-221 WAC, a licensee
shall survey with a radiation detection survey instrument at the end
of each day of use. A licensee shall survey all areas where unsealed
radicactive material requiring a written directive was prepared for
use or administered.

(2) A licensee does not need to perform the surveys required by
subsection (1) of this section in ((am—=areats))) areas where patients
or human research subjects are confined when they cannot be released
under WAC 246-240-122.

(3) A licensee shall retain a record of each survey in accordance
with WAC 246-240-575.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-119,
filed 2/6/06, effective 3/9/06.]
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AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-122 Release of individuals containing unsealed radi-
oactive material or implants containing radioactive material. (1) A
licensee may authorize the release from its control of any individual
who has been administered unsealed radioactive material or implants
containing radioactive material if the total effective dose equivalent
to any other individual from exposure to the released individual is
not likely to exceed ((&5)) five mSv (0.5 rem).

(2) A licensee shall provide the released individual, or the in-
dividual's parent or guardian, with instructions, including written
instructions, on actions recommended to maintain doses to other indi-
viduals as low as 1s reasonably achievable if the total effective dose
equivalent to any other individual is likely to exceed ((&)) one mSv
(0.1 rem). If the total effective dose equivalent to a nursing infant
or child could exceed ((#)) one mSv (0.1 rem) assuming there were no
interruption of breast-feeding, the instructions must also include:

(a) Guidance on the interruption or discontinuation of breast-
feeding; and

(b) Information on the potential consequences, if any, of failure
to follow the guidance.

(3) A licensee shall maintain a record of the basis for authoriz-
ing the release of an individual in accordance with WAC
246-240-578 (1) .

(4) The licensee shall maintain a record of instructions provided
to a breast-feeding female in accordance with WAC 246-240-578(2). NUR-
EG-1556, Vol. 9, "Consolidated Guidance About Materials Licenses: Pro-
gram-Specific Guidance About Medical Licenses," describes methods for
calculating doses to other individuals and contains tables of activi-
ties not likely to cause doses exceeding ((&5)) five mSv (0.5 rem).

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-122,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-128 Decay-in-storage. (1) A licensee may hold radi-
oactive material with a physical half-life of less than ((ere—hundred
fwenty)) 120 days for decay-in-storage before disposal without regard
to its radioactivity if it:

(a) Monitors radioactive material at the surface before disposal
and determines that its radiocactivity cannot be distinguished from the
background radiation level with an appropriate radiation detection
survey meter set on its most sensitive scale and with no interposed
shielding; and

(b) Removes or obliterates all radiation labels, except for radi-
ation labels on materials that are within containers and that will be
managed as biomedical waste after they have been released from the 1li-
censee.

(2) A licensee shall retain a record of each disposal permitted
under subsection (1) of this section in accordance with WAC
246-240-584.
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[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-128,
filed 2/6/06, effective 3/9/06.]

UNSEALED RADIOACTIVE MATERIAL - WRITTEN DIRECTIVE NOT REQUIRED

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-154 Training for uptake, dilution, and excretion
studies. Except as provided in WAC 246-240-078, the licensee shall
require an authorized user of unsealed radioactive material for the
uses authorized under WAC 246-240-151 to be a physician who:

(1) Is certified by a medical specialty board whose certification
process has been recognized by the department, NRC, or an agreement
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tootkit/spece—board—ecerthitmt+TFoPbe) ). The names of board certlflca—

tions that have been recognized by the department, NRC, or an agree-
ment state are posted on the NRC's medical uses licensee toolkit web
page. To have its certification process recognized, a specialty board
shall require all candidates for certification to:

(a) ((Meet—the—reguirements—in—subseetion—31r+{a))) Complete 60
hours of training and experience in basic radionuclide handling tech-
nigues and radiation safety applicable to the medical use of unsealed
radioactive material for uptake, dilution, and excretion studies as
described in subsection (3) (a) (i) through (ii) (F) of this section; and

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

(2) Is an authorized user under WAC 246-240-163 or 246-240-210 or

ivalent agreement state or NRC requirements ( (+—er—subseetion—3+a)r
i

1
+
C

equ
£ ris—seetion)); oOr
(3) (a) Has completed ((sixty)) 60 hours of training and experi-
ence, including a minimum of eight hours of classroom and laboratory
training, in basic radionuclide handling techniques applicable to the
medical use of unsealed radiocactive material for uptake, dilution, and
excretion studies. The training and experience must include:

(1) Classroom and laboratory training in the following areas:
(A) Radiation physics and instrumentation;
(B) Radiation protection;
(C) Mathematics pertaining to the use and measurement of radiocac-
tivity;

(D) Chemistry of radiocactive material for medical use; and

(E) Radiation biology; and

(ii) Work experience, under the supervision of an authorized user
who meets the requirements in WAC 246-240-078, 246-240-154,
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246-240-163, or 246-240-210 or equivalent NRC or agreement state re-
gquirements, involving:

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

(B) Performing quality control procedures on instruments used to
determine the activity of dosages and performing checks for proper op-
eration of survey meters;

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

(D) Using administrative controls to prevent a medical event in-
volving the use of unsealed radioactive material;

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

(F) Administering dosages of radioactive drugs to patients or hu-
man research subjects; and

(b) Has obtained written attestation ( (——sigred—byapreceptor—atu—

4 4 4
state—or NREC—reguirementss)) that the individual has satisfactorily
completed the requirements in (a) of this subsection and ( (has—aeh—
Feved—a—tevel—of competeney suffietent—+teoFfunetion)) 1s able to inde-

pendently fulfill the radiation safety-related duties as an authorized
user for the medical uses authorized under WAC 246-240-151. The attes-
tation must be obtained from either:

(1) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-154, 246-240-163, or 246-240-210, or eqgquivalent
NRC or agreement state reguirements; or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
regquirements in WAC 246-240-078, 246-240-154, 246-240-163, or
246-240-210, or equivalent NRC or agreement state reguirements, and
concurs with the attestation provided by the residency program direc-
tor. The residency training program must be approved by the Residency
Review Committee of the Accreditation Council for Graduate Medical Ed-
ucation or the Roval College of Physicians and Surgeons of Canada or
the Council on Postdoctoral Training of the American Osteopathic Asso-
ciation and must include training and experience specified in (a) of
this subsection.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-154,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-154, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-154, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-154, filed 2/6/06,
effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 09-06-003, filed 2/18/09, effective
3/21/09)

WAC 246-240-160 Permissible molybdenum-99, strontium-82, and
strontium-85 concentrations. (1) A licensee may not administer to hu-
mans a radiopharmaceutical that contains more than:

(a) ((5=55)) 0.15 kilobecquerel of molybdenum-99 per ((3%#)) mega-
becquerel of technetium-99m (0.15 microcurie of molybdenum-99 per mil-
licurie of technetium-99m); or
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(b) 0.02 kilobecquerel of strontium-82 per megabecquerel of rubi-
dium-82 chloride injection, (0.02 microcurie of strontium-82 per mil-
licurie of rubidium-82 chloride); or

(c) 0.2 kilobecquerel of strontium-85 per megabecquerel of rubi-
dium-82 chloride injection (0.2 microcurie of strontium-85 per milli-
curie of rubidium-82).

(2) A licensee that uses molybdenum-99/technetium-99m generators
for preparing a technetium-99m radiopharmaceutical shall measure the
molybdenum-99 concentration ((ef—thefirst—eluate after receipt—of))
in each elute from a generator to demonstrate compliance with subsec-
tion (1) of this section.

(3) A licensee that uses a strontium-82/rubidium-82 generator for
preparing a rubidium-82 radiopharmaceutical shall, before the first
patient use of the day, measure the concentration of strontium-82 and
strontium-85 to demonstrate compliance with subsection (1) ((4=))) of
this section.

(4) If a licensee is required to measure the molybdenum-99 con-
centration, or strontium-82 and strontium-85 concentrations the licen-
see shall retain a record of each measurement in accordance with WAC
246-240-587.

(5) The licensee shall report any measurement that exceeds the
limits in subsection (1) of this section at the time of generator elu-
tion, in accordance with WAC 246-240-660.

[Statutory Authority: RCW 70.98.050 and 70.98.080. WSR 09-06-003, §

246-240-160, filed 2/18/09, effective 3/21/09. Statutory Authority:

RCW 70.98.050. WSR 06-05-019, § 246-240-160, filed 2/6/06, effective
3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-163 Training for imaging and localization studies.
Except as provided in WAC 246-240-078, the licensee shall require an
authorized user of unsealed radiocactive material for the uses author-
ized under WAC 246-240-157 to be a physician who:

(1) Is certified by a medical specialty board whose certification
process has been recognized by the department, NRC, or an agreement

state ((ard—wheomeets—the reguirements—dn subsecetion—{3{b)—ofEthis

certhEtmi-—r—Fo—be)). The names of board certifications that have been
recognized by the department, NRC, or an agreement state are posted on
the NRC's medical uses licensee toolkit web page. To have its certifi-
cation process recognized, a specialty board shall require all candi-
dates for certification to:

(a) ((Setisfy—+the—reguirements—Insubseetion—{3r{a)r)) Complete
700 hours of training and experience in basic radionuclide handling
technigues and radiation safety applicable to the medical use of un-
sealed radiocactive material for imaging and localization studies as
described in subsection (3) (a) (i) through (ii) (G) of this section; and

(b) Pass an examination, administered by diplomates of the spe-
cialty board, which assesses knowledge and competence in radiation
safety, radionuclide handling, and quality control; or
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(2) Is an authorized user under WAC 246-240-210 and meets the re-
quirements in ( (WAE—246—240—163)) subsection (3) (a) (ii) (G) ((arnd
246—240—-2306)) of this section, or equivalent agreement state or NRC
requirements; or

(3) (a) Has completed ((seven—hundred)) 700 hours of training and
experience, including a minimum of ((edghty)) 80 hours of classroom
and laboratory training, in basic radionuclide handling techniques ap-
plicable to the medical use of unsealed radioactive material for imag-
ing and localization studies. The training and experience must in-
clude, at a minimum:

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

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radiocac-
tivity;

(D) Chemistry of radicactive material for medical use;

(E) Radiation biology; and

(ii) Work experience, under the supervision of an authorized
user, who meets the requirements in WAC 246-240-078, 246-240-163, or
246-240-210 and ((246—240—363—+3}))) (a) (1ii) (G) of this subsection, or
equivalent agreement state or NRC requirements ( (—Fnvetving) ). An au-
thorized nuclear pharmacist who meets the requirements in WAC
246-240-075 or 246-240-078 may provide the supervised work experience
for (a) (ii) (G) of this subsection. Work experience must involve:

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

(B) Performing quality control procedures on instruments used to
determine the activity of dosages and performing checks for proper op-
eration of survey meters;

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

(D) Using administrative controls to prevent a medical event in-
volving the use of unsealed radioactive material;

(E) Using procedures to safely contain spilled radioactive mate-
rial and using proper decontamination procedures;

(F) Administering dosages of radioactive drugs to patients or hu-
man research subjects; and

(G) Eluting generator systems appropriate for preparation of ra-
dioactive drugs for imaging and localization studies, measuring and
testing the eluate for radionuclidic purity, and processing the eluate
with reagent kits to prepare labeled radioactive drugs; and

(b) Has obtained written attestation ( (——sigred—byapreeceptor—au—
1 . i 1 1 . . : 215.%]; e |
4+

rert—agreement——state—or NRC—reguirementsy)) that the individual has
satisfactorily completed the regquirements in (a) of this subsection
and ( (has—aechieved—aJtevelof competerney sufficient—+to—funetion)) 1is

able to independently fulfill the radiation safety-related duties as
an authorized user for the medical uses authorized under WAC
246-240-151 and 246-240-157. The attestation must be obtained from ei-
ther:

(1) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-163, or 246-240-210 and (a) (ii) (G) of this sub-
section, or equivalent NRC or agreement state requirements; or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
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reguirements in WAC 246-240-078, 246-240-163, or 246-240-210 and

(a) (ii) (G) of this subsection or equivalent NRC or agreement state re-
guirements, and concurs with the attestation provided by the residency
program director. The residency training program must be approved by
the Residency Review Committee of the Accreditation Council for Gradu-
ate Medical Education or the Royal College of Physicians and Surgeons
of Canada or the Council on Postdoctoral Training of the American Os-
teopathic Association and must include training and experience speci-
fied in (a) of this subsection.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-163,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-163, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-163, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-163, filed 2/6/06,
effective 3/9/06.]

UNSEALED RADIOACTIVE MATERIAL - WRITTEN DIRECTIVE REQUIRED

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-201 Use of unsealed radioactive material for which a
written directive is required. A licensee may use any unsealed radio-
active material identified in WAC 246-240-210 (2) (a) (ii) (G) prepared
for medical use and for which a written directive is required that is:

(1) Obtained from a manufacturer, producer, or preparer licensed
under WAC 246-235-100(1) or equivalent agreement state or NRC require-
ments; or

(2) Prepared by an authorized nuclear pharmacist, a physician who
is an authorized user and who meets the requirements specified in WAC
246-240-163 or 246-240-210, or an individual under the supervision of
either as specified in WAC 246-240-057; or

(3) Obtained from and prepared by an agreement state or NRC 1li-
censee for use in research in accordance with an investigational new
drug protocol accepted by FDA; or

(4) Prepared by the licensee for use in research in accordance
with an investigational new drug protocol accepted by FDA.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-201,
filed 5/7/13, effective 6/7/13. Statutory Authority: RCW 70.98.050 and
70.98.080. WSR 09-06-003, § 246-240-201, filed 2/18/09, effective
3/21/09. Statutory Authority: RCW 70.98.050. WSR 06-05-019, §
246-240-201, filed 2/6/06, effective 3/9/06.]
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AMENDATORY SECTION (Amending WSR 14-09-017, filed 4/7/14, effective
5/8/14)

WAC 246-240-210 Training for use of unsealed radiocactive materi-
al for which a written directive is required. Except as provided in
WAC 246-240-078, the licensee shall require an authorized user of un-
sealed radioactive material for the uses authorized under WAC
246-240-201 to be a physician who:

(1) Is certified by a medical specialty board whose certification
process has been recognized by the department NRC, or an agreement
state and who meets the requirements in subsection (2) (a) (ii) (G) of

this sectlon ( (+Speetetty boards—whese—ecertification proecess—hasbeen
a X )

certhEmlt—r—TFo—Pbe)) The names of board certlflcatlons that have been
recognized by the department, NRC, or an agreement state are posted on

the NRC's medical uses licensee toolkit web page. To have its certifi-
cation process recognized, a specialty board shall require all candi-
dates for certification to:

(a) Successfully complete a residency training in a radiation
therapy or nuclear medicine training program or a program in a related
medical specialty that includes ((sevea—hundred)) 700 hours of train-
ing and experience as described in subsection (2)(a) (i) through
(ii) (E) of this section. Eligible training programs must be approved
by the Residency Review Committee of the Accreditation Council for
Graduate Medical Education or Royal College of Physicians and Surgeons
of Canada or the Committee on Postgraduate Training of the American
Osteopathic Association; and

(b) Pass an examination, administered by diplomates of the spe-
cialty board, which tests knowledge and competence in radiation safe-
ty, radionuclide handling, quality assurance, and clinical use of un-
sealed ((by—preduet)) radiocactive material for which a written direc-
tive is required; or

(2) (a) Has completed ((sevenr—hundred)) 700 hours of training and
experience, including a minimum of ( (Ewe—hunecred)) 200 hours of class-
room and laboratory training, in basic radionuclide handling techni-
ques applicable to the medical use of unsealed radioactive material
requiring a written directive. The training and experience must in-
clude:

((#=))) (i) Classroom and laboratory training in the following

areas:

((#r)) (A) Radiation physics and instrumentation;

((=+r)) (B) Radiation protection;

((#++>r)) (C) Mathematics pertaining to the use and measurement
of radiocactivity;

(())) (D) Chemistry of radicactive material for medical use;
and

((+#r)) (E) Radiation biology; and

((#y)) (ii) Work experience, under the supervision of an author-
ized user who meets the requirements in WAC 246-240-078, or ((subsee—
Heon—{Ir—oer—2)—ef)) this section, or equivalent NRC or agreement
state requirements. A supervising authorized user, who meets the re-
guirements in this subsection, must also have experience in adminis-
tering dosages in the same dosage category or categories (((&=e-——th+ts
seetton)) as in (a) (ii) (G) of this subsection) as the individual re-
questing authorized user status. The work experience must involve:
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((#)) (A) Ordering, receiving, and unpacking radioactive mate-
rials safely and performing the related radiation surveys;

((=+F)) (B) Performing quality control procedures on instruments
used to determine the activity of dosages and performing checks for
proper operation of survey meters;

((H=++>r)) (C) Calculating, measuring, and safely preparing pa-
tient or human research subject dosages;

(()r)) (D) Using administrative controls to prevent a medical
event involving the use of unsealed radioactive material;

((+#r)) (E) Using procedures to contain spilled radiocactive mate-
rial safely and using proper decontamination procedures; ((ard))

(F) (Reserved) ;

((v+F)) (G) Administering dosages of radioactive drugs to pa-
tients or human research subjects ((imvedtving)) from the three catego-
ries in this subsection. Radioactive drugs containing radionuclides in
categories not included in this subsection are regulated under WAC
246-240-501. This work experience must involve a minimum of three ca-
ses in each of the following categories for which the individual is
requesting authorized user status:

((#A)F)) (I) Oral administration of less than or equal to 1.22
gigabecquerels (33 millicuries) of sodium iodide I-131 for which a
written directive is required;

((#B¥)) (II) Oral administration of greater than 1.22 gigabec-
querels (33 millicuries) of sodium iodide I-131. Experience with at
least three cases in this also satisfies the requirement in
((or+vi+&)>)) (a) (A1) (G) (I) of this subsection;

((#=¥)) (III) Parenteral administration of any ((beta—emitter;—o*
a—pheoteor—emitting—radieongelide—with—a)) radioactive drug that contains
a radionuclide that is primarily used for its electron emission, beta
radiation characteristics, alpha radiation characteristics, or photon
energy less than 150 keV for which a written directive is required;
((ex

DY . . ] ¥ Lide £ el

a—written—directive—ds—Freguirees)) and

((#)) (b) Has obtained written attestation that the individual
has satisfactorily completed the requirements in (a) of this subsec-
tion ((HBHtaor—and—2rtbrtireof+thisseetion)), and ( (khos—aechieved—a

tevel—ofcompeteney suffieient—+toFfunetion)) is able to independently
fulfill at radiation safety-related duties as an authorized user for
the medical uses authorized under WAC 246-240-201 for which the indi-
vidual is requesting authorized user status. The written attestation
must be ((stgred—by)) obtained from either:

(i) A preceptor authorized user who meets the requirements in
this section, WAC 246-240-078, 246-240-210, or eqguivalent NRC or

agreement state requirements ( (—Fhe—preeceptor—avthorized—user;—who

m o+ PRSP BT O NEEND S I SN~ SN AP~ = E T SN =N I HP-N Mot o] o hoxr )) and has
IIT e CIT p- kiLAJ.J. T IT TS LTT CIT1IS [SAv S W) \_/L_J.ULL, TS T (& = =re R IV 4
experience in administering dosages in the same dosage category or
categories ((4i=e-7—this—seetiorn))) (as in (a) (ii) (G) of this subsec-

tion) as the individual requesting authorized user status; or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
reguirements in WAC 246-240-078, 246-240-210, or equivalent NRC or
agreement state requirements, has experience in administering dosages
in the same dosage category or categories as the individual requesting
authorized user status, and concurs with the attestation provided by
the residency program director. The residency training program must be
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approved by the Residency Review Committee of the Accreditation Coun-

cil for Graduate Medical Education or the Roval College of Physicians

and Surgeons of Canada or the Council on Postdoctoral Training of the

American Osteopathic Association and must include training and experi-
ence specified in (a) of this subsection.

[Statutory Authority: RCW 70.98.050. WSR 14-09-017, § 246-240-210,
filed 4/7/14, effective 5/8/14; WSR 13-11-021, § 246-240-210, filed
5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-210, filed 1/18/11,
effective 2/18/11; WSR 07-14-131, § 246-240-210, filed 7/3/07, effec-
tive 8/3/07; WSR 06-05-019, § 246-240-210, filed 2/6/06, effective
3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-213 Training for the oral administration of sodium
iodide I-131 requiring a written directive in quantities less than or
equal to 1.22 gigabecquerels (33 millicuries). Except as provided in
WAC 246-240-078, the licensee shall require an authorized user for the
oral administration of sodium iodide I-131 requiring a written direc-
tive in quantities less than or equal to 1.22 gigabecquerels (33 mil-
licuries), to be a physician who:

(1) Is certified by a medical specialty board whose certification
process includes all of the requirements in subsection (3)_(a) and (b)
of this section and whose certification has been recognized by the de-

partment, NRC, or an agreement state. (({Speeiatty boards—whose—cer—

R =
C L1 1T T TOOCTITT

Ny A oo
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med—use—teootkit/spee—board—ecerthtmi-}))) The names of board certifica-

o]

tions that have been recognized by the department, NRC, or an agree-
ment state are posted on the NRC's medical uses licensee toolkit web
page; or

(2) Is an authorized user under WAC 246-240-210 for uses listed
in WAC 246-240-210 (2) ( (oA —anad—By)) (a) (ii) (G) (I) or (II),
246-240-216, or equivalent agreement state or NRC requirements; or

(3) (a) Has successfully completed ((etghty)) 80 hours of class-
room and laboratory training, applicable to the medical use of sodium
iodide I-131 for procedures requiring a written directive. The train-
ing must include:

(i) Radiation physics and instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use and measurement of radio-
activity;

(iv) Chemistry of radioactive material for medical use; and

(v) Radiation biology; and

(b) Has work experience, under the supervision of an authorized
user who meets the requirements in WAC 246-240-078, 246-240-210,
246-240-213, 246-240-216, or equivalent agreement state or NRC re-
quirements. A supervising authorized user who meets the requirements
in WAC 246-240-210(2), must also have experience in administering dos-
ages as specified in WAC 246-240-210 (2) ( (tortviirA)r—oer—BY)))
(a) (i1) (G) (I) oxr (ITI). The work experience must involve:

(i) Ordering, receiving, and unpacking radiocactive materials
safely and performing the related radiation surveys;
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(ii) Performing quality control procedures on instruments used to
determine the activity of dosages and performing checks for proper op-
eration of survey meters;

(iii) Calculating, measuring, and safely preparing patient or hu-
man research subject dosages;

(iv) Using administrative controls to prevent a medical event in-
volving the use of radioactive material;

(v) Using procedures to contain spilled radiocactive material
safely and using proper decontamination procedures; and

(vi) Administering dosages to patients or human research sub-
jects, that includes at least three cases involving the oral adminis-
tration of less than or equal to 1.22 gigabecquerels (33 millicuries)
of sodium iodide I-131; and

(c) Has obtained written attestation that the individual has sat-
isfactorily completed the requirements in (a) and (b) of this subsec-
tion and ( (kas—aehieved—adevelof competeney sufficient—+teo—Ffunetion))
is able to independently fulfill the radiation safety-related duties
as an authorized user for oral administration of less than or equal to
1.22 gigabecgquerels (33 millicuries) of sodium iodide I-131 for medi-
cal uses authorized under WAC 246-240-201. The written attestation
must be ((stgred—by)) obtained from either:

(i) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-210, 246-240-213, 246-240-216, or equivalent
agreement state or NRC requirements ( (—Apreeceptor—auvthorizedusers
whe—meets—thereguirement I WAC 2462402102 +—muest—atse—have) ), and
has experience in administering dosages as specified in WAC
246-240-210 (2) ((tbrAviirtAr—or—B))) (a) (ii) (G) (I) or (II); or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
requirements in WAC 246-240-078, 246-240-210, 246-240-213,
246-240-216, or equivalent NRC or agreement state reguirements, has
experience in administering dosages as specified in WAC 246-240-210
(2) (&) (ii) (G) (I) or (II), and concurs with the attestation provided by
the residency program director. The residency training program must be
approved by the Residency Review Committee of the Accreditation Coun-
cil for Graduate Medical Education or the Roval College of Physicians
and Surgeons of Canada or the Council on Postdoctoral Training of the
American Osteopathic Association and must include training and experi-
ence specified in (a) and (b) of this subsection.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-213,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-213, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-213, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-213, filed 2/6/06,
effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-216 Training for the oral administration of sodium
iodide I-131 requiring a written directive in quantities greater than
1.22 gigabecquerels (33 millicuries). Except as provided in WAC
246-240-078, the licensee shall require an authorized user for the or-
al administration of sodium iodide I-131 requiring a written directive
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in quantities greater than 1.22 gigabecquerels (33 millicuries), to be
a physician who:

(1) Is certified by a medical specialty board whose certification
process includes all of the requirements in subsection (3)_(a) and (b)

of this section and whose certification has been recognized by the de-
+Speeciatty boards—whese—eer—
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partment, NRC, or an agreement state. (
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tootiit/lspee—board—ecer +mt-))) The names of board certifica-
tions that have been recognized by the department, NRC, or an agree-
ment state are posted on the NRC's medical uses licensee toolkit web
page; oOr

(2) Is an authorized user under WAC 246-240-210 for uses listed
in WAC 246-240-210 (2) ( (o8B ¥r)) (a) (4i) (G) (IT), or equivalent
agreement state or NRC requirements; or

(3) (a) Has successfully completed ((etghty)) 80 hours of class-
room and laboratory training, applicable to the medical use of sodium
iodide I-131 for procedures requiring a written directive. The train-
ing must include:

(i) Radiation physics and instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use and measurement of radio-
activity;

(iv) Chemistry of radioactive material for medical use; and

(v) Radiation biology; and

(b) Has work experience, under the supervision of an authorized
user who meets the requirements in WAC 246-240-078, 246-240-210,
246-240-216, or equivalent agreement state or NRC requirements. A su-
pervising authorized user, who meets the requirements in WAC
246-240-210(2), must also have experience in administering dosages as
specified in WAC 246-240-210 (2) ( (or+w+4By)) (a) (41) (G) (IT1).

The work experience must involve:

(i) Ordering, receiving, and unpacking radiocactive materials
safely and performing the related radiation surveys;

(ii) Performing quality control procedures on instruments used to
determine the activity of dosages and performing checks for proper op-
eration of survey meters;

(iii) Calculating, measuring, and safely preparing patient or hu-
man research subject dosages;

(iv) Using administrative controls to prevent a medical event in-
volving the use of radioactive material;

(v) Using procedures to contain spilled radiocactive material
safely and using proper decontamination procedures; and

(vi) Administering dosages to patients or human research sub-
jects, that includes at least three cases involving the oral adminis-
tration of greater than 1.22 gigabecquerels (33 millicuries) of sodium
iodide I-131; and

(c) Has obtained written attestation that the individual has sat-
isfactorily completed the requirements in (a) and (b) of this subsec-
tion and ( (kas—aehieved—adevelof competeney sufficient—+teo—Ffunetion))
is able to independently fulfill the radiation safety-related duties
as an authorized user for oral administration of greater than 1.22
gigabecquerels (33 millicuries) of sodium iodide I-131 for medical
uses authorized under WAC 246-240-201. The written attestation must be
( (s+gred—by)) obtained from either:

(i) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-210, 246-240-216, or equivalent agreement state

O]
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or NRC requirements((T—A—pfeeep%ef—aH%hef%%ed—HsefT—whe—mee%s—%he—fe-
qHifemeﬁ%s—iﬁ—WAG—246—24@—2%@+2+——mﬂs%—have))z and has experience in
administering dosages as specified in WAC 246-240-210 (2)
( (A= By)) (a) (A1) (G) (IT); or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
regquirements in WAC 246-240-078, 246-240-210, 246-240-216, or egquiva-
lent NRC or agreement state requirements, has experience in adminis-
tering dosages as specified in WAC 246-240-210 (2) (a) (ii) (G) (II), and
concurs with the attestation provided by the residency program direc-
tor. The residency training program must be approved by the Residency
Review Committee of the Accreditation Council for Graduate Medical Ed-
ucation or the Roval College of Physicians and Surgeons of Canada or
the Council on Postdoctoral Training of the American Osteopathic Asso-
ciation and must include training and experience specified in (a) and
(b) of this subsection.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-210,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-216, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-216, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-216, filed 2/6/06,
effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-219 Training for the parenteral administration of
unsealed radioactive material requiring a written directive. (1) Ex-
cept as provided in WAC 246-240-078, the licensee shall require an au-
thorized user for the parenteral administration requiring a written
directive, to be a physician who:

(()) (a) Is an authorized user under WAC 246-240-210 for uses
listed in WAC 246-240-210 (2) ( (i ir+r»o+r—+B¥)) (a) (1) (G) (ITT),
or equivalent agreement state or NRC requirements; or

((#>)) (b) Is an authorized user under WAC 246-240-278 or
246-240-399, or equivalent agreement state or NRC requirements and who
meets the requirements in subsection ((44))) (2) of this section; or

((3F)) (c) Is certified by a medical specialty board whose cer-
tification process has been recognized by the NRC or an agreement
state under WAC 246-240-278 or 246-240-399, and who meets the require-
ments in subsection ((443))) (2) of this section.

((4y)) (2) The physician:

(a) Has successfully completed ((eightsy)) 80 hours of classroom
nd laboratory tralnlng, appllcable to parenteral administrations ((+

Treetive—ds—reeuired)) llsted in WAC 2
i) (G) (ITT). The training must include:
Radiation physics and instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use and measurement of radio-
activity;

(iv) Chemistry of radioactive material for medical use; and
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(v) Radiation biology; and
(b) Has work experience, under the supervision of an authorized
user who meets the requirements in WAC 246-240-078, 246-240-210,

246-240-219, or equ1valent agreement state or NRC requ1rements, in the
(—Ffor—whiech—=
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in WAC 246-240-210 (2) (a) (i1) (G) (ITT). A supervising authorized user

who meets the requirements in WAC 246-240-210, 246-240-219, or equiva-
lent agreement state or NRC requirements, must have experience in ad-
mlnlsterlng dosages ( (as—speeifiecdadnWAC 2462402102+
or—b¥)) in the same category or categories as the individual reguest-
ing authorized user status. The work experience must involve:

(i) Ordering, receiving, and unpacking radiocactive materials
safely, and performing the related radiation surveys;

(ii) Performing quality control procedures on instruments used to
determine the activity of dosages, and performing checks for proper
operation of survey meters;

(iii) Calculating, measuring, and safely preparing patient or hu-
man research subject dosages;

(iv) Using administrative controls to prevent a medical event in-
volving the use of unsealed radioactive material;

(v) Using procedures to contain spilled radiocactive material
safely, and using proper decontamination procedures; and

(vi) Administering dosages to patients or human research sub-
jects, that include at least three cases involving the parenteral ad-

mlnlstratlons((——éef—wh%eh—a—wfi%%eﬂ—difee%i¥e—is—feQﬁifedT—eé—aﬂy—be-
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is—reeguired)) as specified in WAC 246-240-210 (2) (a) (ii) (G) (ITT); and
((#5>)) (c) Has obtained written attestation that the individual

has satisfactorily completed the requirements in ( (subseetieon—2)—o*r
+3¥)) (a) and (b) of this ((seetier)) subsection, and ( (khas—achieved—=a
tevel—ofcompeteneysuffieient—+toFfunetion)) is able to independently
fulfill the radiation safetv-related duties as an authorized user for
the parenteral administration of unsealed radioactive material requir-
ing a written directive. The written attestation must be ( (sigred—by))
obtained from either:

(i) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-210, 246-240-219, or equivalent agreement state
or NRC requirements. A preceptor authorized user, who meets the re-
quirements in WAC 246-240-210, 246-240-219, or equivalent agreement
state or NRC requirements, must have experience in admlnlsterlng dos-
ages ( (as——speeified—anWAC 2462402102 r{vii)+Er—oe+r—Pb})) in the
same category or categories as the individual reguesting authorized
user status; or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
requirements in WAC 246-240-078, 246-240-210, 246-240-219, or egquiva-
lent NRC or agreement state requirements, has experience in adminis-
tering dosages in the same dosage category or categories as the indi-
vidual requesting authorized user status, and concurs with the attes-
tation provided by the residency program director. The residency
training program must be approved by the Residency Review Committee of
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the Accreditation Council for Graduate Medical Education or the Roval
College of Physicians and Surgeons of Canada or the Council on Post-
doctoral Training of the American Osteopathic Association and must in-
clude training and experience specified in (a) and (b) of this subsec-
tion.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-219,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-219, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-219, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-219, filed 2/6/06,
effective 3/9/06.]

MANUAL BRACHYTHERAPY

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-251 Use of sources for manual brachytherapy. A 1i-
censee shall use only brachytherapy sources for therapeutic medical
uses:

(1) As approved in the sealed source and device registry for man-
ual brachytherapy medical use. The manual brachytherapy sources may be
used for manual brachytherapy uses that are not explicitly listed in
the sealed source and device registry, but must be used in accordance
with the radiation safety conditions and limitations described in the
sealed source and device registry; or

(2) In research to deliver therapeutic doses for medical use in
accordance with an active investigational device exemption (IDE) ap-
plication accepted by the FDA provided the requirements of WAC
246-240-066 (1) are met.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-251,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-272 ((Peeay—of)) Strontium-90 sources for ophthalmic
treatments. (1) ((optyvV—ear—authorizedmediecal—physieist—shalt—ealeus—

1+ + 1 PN R TS I S £ PN PR SRS SIE I TSGR 0 ¥ A NPT I NP o cnd + Aot oo
LT CTT (_A.\_/L_J.VJ.L__Y A T T o C LU TTCTITTUTIIT A\ [SAVAY I =y w CITITTACT e @) A8 |y A8 T -
m n + 1 + ~ 4+ i + 2, o £ v =+ 1 ~ + ~ 4+ nt o T = o7 vnaa oy 2N
T T CITT 1 L CTIT T T CLTIT =) [ S N Ur/LJ.L_LJ.(_AJ.LLlJ.\_/ 1 L CTIT TT TS LI A8 \_/(_A._Y TTITCS T P
+2¥)) Licensees who use strontium-90 for ophthalmic treatments

must ensure that certain activities as specified in subsection (2) of
this section are performed by either:

(a) An authorized medical physicist; or

(b) An individual who:
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(1) Is identified as an ophthalmic physicist on a specific medi-
cal use license issued by a department, NRC, or an agreement state;
permit issued by a department, NRC, or an agreement state broad scope
medical use licensee; medical use permit issued by an NRC master mate-
rial licensee; or permit issued by an NRC master material licensee
broad scope medical use permittee; and

(1i) Holds a master's or doctor's degree in physics, medical
physics, other physical sciences, engineering, or applied mathematics
from an accredited college or university; and

(1ii) Has successfully completed one vear of full-time training
in medical physics and an additional year of full-time work experience
under the supervision of a medical physicist; and

(iv) Has documented training in:

(A) The creation, modification, and completion of written direc-
tives;

(B) Procedures for administrations requiring a written directive;

and

(C) Performing the calibration measurements of brachytherapy
sources as detailed in WAC 246-240-269.

(2) The individuals who are identified in subsection (1) of this
section must:

(a) Calculate the activity of each strontium-90 source that is
used to determine the treatment times for ophthalmic treatments. The
decay must be based on the activity determined under WAC 246-240-269;
and

(b) Assist the licensee in developing, implementing, and main-
taining written procedures to provide high confidence that the admin-
istration is in accordance with the written directive. These proce-
dures must include the fregquencies that the individual meeting the re-
guirements in subsection (1) of this section will observe treatments,
review the treatment methodology, calculate treatment time for the
prescribed dose, and review records to verify that the administrations
were in accordance with the written directives.

(3) A licensee shall retain a record of the activity of each
strontium-90 source in accordance with WAC 246-240-602.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-272,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-278 Training for use of manual brachytherapy sour-
ces. Except as provided in WAC 246-240-078, the licensee shall re-
quire an authorized user of a manual brachytherapy source for the uses
authorized under WAC 246-240-251 to be a physician who:

(1) Is certified by a medical specialty board whose certification
process has been recognized by the department, NRC, or an agreement

state. (({Speetatty boardswhose ecertifiecation process—has been recog—
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cert-hEmt-—r—Fo—be)) The names of board certifications that have been
recognized by the department, NRC, or an agreement state are posted on
the NRC's medical uses licensee toolkit web page. To have its certifi-
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cation process recognized, a specialty board shall require all candi-
dates for certification to:

(a) Successfully complete a minimum of three years of residency
training in a radiation oncology program approved by the Residency Re-
view Committee of the Accreditation Council for Graduate Medical Edu-
cation or Royal College of Physicians and Surgeons of Canada or the
Committee on Postgraduate Training of the American Osteopathic Associ-
ation; and

(b) Pass an examination, administered by diplomates of the spe-
cialty board, which tests knowledge and competence in radiation safe-
ty, radionuclide handling, treatment planning, quality assurance, and

clinical use of ((kigh—andteow—dose—rate)) manual brachytherapy ( (+——rd
1 1 I

(&)Y O+ o2
=7

oot r e ra
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(2) (a) Has completed a structured educational program in basic
radionuclide handling techniques applicable to the use of manual bra-
chytherapy sources that includes:

(1) Two hundred hours of classroom and laboratory training in the
following areas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radiocac-
tivity; and

(D) Radiation biology; and

(ii) Five hundred hours of work experience, under the supervision
of an authorized user who meets the requirements in WAC 246-240-078,
246-240-278 or equivalent agreement state or NRC requirements at a
medical institution authorized to use radiocactive materials under WAC
246-240-251, involving:

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

(B) Checking survey meters for proper operation;

(C) Preparing, implanting, and removing brachytherapy sources;
(D) Maintaining running inventories of material on hand;

(E) Using administrative controls to prevent a medical event in-
volving the use of radioactive material;

(F) Using emergency procedures to control radioactive material;

and

(b) Has completed three years of supervised clinical experience
in radiation oncology, under an authorized user who meets the require-
ments in WAC 246-240-078, 246-240-278, or equivalent NRC or agreement
state requirements, as part of a formal training program approved by
the Residency Review Committee for Radiation Oncology of the Accredi-
tation Council for Graduate Medical Education or the Royal College of
Physicians and Surgeons of Canada or the Committee on Postdoctoral
Training of the American Osteopathic Association. This experience may
be obtained concurrently with the supervised work experience required
by (a) (ii) of this subsection; and

(c) Has obtained written attestation ( (——sigred—byapreceptor—au—

24-6—240-278—~er—eceuivatlent agv merE—state—or NRC—reeguirementsy)) that
the individual has satisfactorily completed the requirements in ( (sgb—
sectieon—Ir{ar—eof+this seetion—o*r)) (a) and (b) of this subsection
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( (ere—has—achiceved—atevelof competeney suffieient—+toFfuretiorn)) and
is able to independently fulfill the radiation safety-related duties
as an authorized user of manual brachytherapy sources for the medical
uses authorized under WAC 246-240-251. The attestation must be ob-
tained from either:

(1) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-278, or equivalent agreement state or NRC re-
guirements; or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
reguirements in WAC 246-240-078, 246-240-278, or equivalent NRC or
agreement state requirements, and concurs with the attestation provi-
ded by the residency program director. The residency training program
must be approved by the Residency Review Committee of the Accredita-
tion Council for Graduate Medical Education or the Roval College of
Physicians and Surgeons of Canada or the Council on Postdoctoral
Training of the American Osteopathic Association and must include
training and experience specified in (a) and (b) of this subsection.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-278,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-278, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-278, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-278, filed 2/6/06,
effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-281 Training for ophthalmic use of strontium-90.
Except as provided in WAC 246-240-078, the licensee shall require the
authorized user of strontium-90 for ophthalmic radiotherapy to be a
physician who:

(1) Is an authorized user under WAC 246-240-278 or equivalent
agreement state or NRC requirements; or

(2) (a) Has completed ( (twemty—fowr)) 24 hours of classroom and
laboratory training applicable to the medical use of strontium-90 for
ophthalmic radiotherapy. The training must include:

(i) Radiation physics and instrumentation;

(ii) Radiation protection;

(iii) Mathematics pertaining to the use and measurement of radio-
activity; and

(iv) Radiation biology; and

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

This supervised clinical training must involve:

(1) Examination of each individual to be treated;

(11) Calculation of the dose to be administered;

(11ii) Administration of the dose; and

(iv) Follow up and review of each individual's case history; and

(c) Has obtained written attestation, signed by a preceptor au-
thorized user who meets the requirements in WAC 246-240-078,
246-240-278, 246-240-281, or equivalent agreement state or NRC re-
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gquirements, that the individual has satisfactorily completed the re-
gquirements in ( (subseetions—1r—and—2))) (a) and (b) of this ((see-
£4ern)) subsection and ( (khes—achieved—atevelof competeney suffiecient

to—funetion)) 1s able to independently fulfill the radiation safety-
related duties as an authorized user of strontium-90 for ophthalmic
use.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-281,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-281, filed
1/18/11, effective 2/18/11; WSR 06-05-019, § 246-240-281, filed
2/6/06, effective 3/9/06.]

SEALED SOURCES FOR DIAGNOSIS

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-301 Use of sealed sources and medical devices for
diagnosis. (1) A licensee shall use only sealed sources that are not
in medical devices for diagnostic medical uses ((as)) if the sealed
sources are approved in the sealed source and device registry for di-
agnostic medicine. The sealed sources may be used for diagnostic medi-
cal uses that are not explicitly listed in the sealed source and de-
vice registry but must be used in accordance with the radiation safety
conditions and limitations described in the sealed source and device
registry.

(2) A licensee must only use medical devices containing sealed
sources for diagnostic medical uses if both the sealed sources and
medical devices are approved in the sealed source and device registry
for diagnostic medical uses. The diagnostic medical devices may be
used for diagnostic medical uses that are not explicitly listed in the
sealed source and device registry but must be used in accordance with
the radiation safety conditions and limitations described in the
sealed source and device registry.

(3) Sealed sources and devices for diagnostic medical uses may be
used in research in accordance with an active IDE application accepted
by the FDA provided the reqguirements of WAC 246-240-066 (1) are met.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-301,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-304 Training for use of sealed sources and medical
devices for diagnosis. Except as provided in WAC 246-240-078, the 1li-
censee shall require the authorized user of a diagnostic sealed source
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((for—wse—+n)) a device authorized under WAC 246-240-301 to be a
physician, dentist, or podiatrist who:

(1) Is certified by a specialty board whose certification process
includes all of the requirements in subsections ((42r—ard)) (3) and
(4) of this section and whose certification has been recognized by the

department, NRC, or an agreement state. ((4Speeiattyboards—whose—ecer—
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med—use—tootkit/spee—beoard—cer +mt-))) The names of board certifica-
tions that have been recognized by the department, NRC, or an agree-
ment state are posted on the NRC's medical uses licensee toolkit web
page; or

(2) Is an authorized user for uses listed in WAC 246-240-157 or
equivalent NRC or agreement state requirements; or

(3) Has completed eight hours of classroom and laboratory train-
ing in basic radionuclide handling techniques specifically applicable
to the use of the device. The training must include:

(a) Radiation physics and instrumentation;

(b) Radiation protection;

(c) Mathematics pertaining to the use and measurement of radiocac-
tivity;

(d) Radiation biology; and

((3r)) (4) Has completed training in the use of the device for
the uses requested.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-304,
filed 5/7/13, effective 6/7/13; WSR 06-05-019, § 246-240-304, filed
2/6/06, effective 3/9/06.]

PHOTON EMITTING REMOTE AFTERLOADER UNITS, TELETHERAPY UNITS, AND GAMMA
STEREOTACTIC RADIOSURGERY UNITS

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-351 Use of a sealed source in a remote afterloader
unit, teletherapy unit, or gamma stereotactic radiosurgery unit. (1)
A licensee shall use sealed sources:

(a) Approved and as provided for in the sealed source and device
registry in photon emitting remote afterloader units, teletherapy

units, or gamma stereotactic radiosurgery units ((fex)) to deliver
therapeutic doses for medical uses((+
+4>—As)); or

(b) In research involving photon-emitting remote afterloader
units, teletherapy units, or gamma stereotactic radiosurgery units in
accordance with an active IDE application accepted by the FDA provided
the requirements of WAC 246-240-066 (1) are met.

(2) A licensee shall use photon-emitting remote afterloader
units, teletherapy units, or gamma stereotactic radiosurgery units:
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(a) Approved in the sealed source and device registry to deliver
a therapeutic dose for medical use. These devices may be used for
therapeutic medical treatments that are not explicitly provided for in
the sealed source and device registry, but must be used in accordance
with radiation safety conditions and limitations described in the
sealed source and device registry; or

((#2¥)) (b) In research in accordance with an active ((imvestiga—
Hernal—devie xemptieon—FPE))) IDE application accepted by the FDA
provided the requirements of WAC 246-240-066(1) are met.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-351,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-354 Surveys of patients and human research subjects
treated with a remote afterloader unit. (1) Before releasing a pa-
tient or a human research subject from licensee control, a licensee
shall survey the patient or the human research subject and the remote
afterloader unit with a portable radiation detection survey instrument
to confirm that the ((sewvureetfs))) sources has been removed from the
patient or human research subject and returned to the safe shielded
position.

(2) A licensee shall retain a record of these surveys in accord-
ance with WAC 246-240-593.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-354,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-357 Installation, maintenance, adjustment, and re-
pair. (1) Only a person specifically licensed by the department, NRC,
or an agreement state shall install, maintain, adjust, or repair a re-
mote afterloader unit, teletherapy unit, or gamma stereotactic radio-
surgery unit that involves work on the ((sewree{s))) sources shield-
ing, the ((sewreefs)y)) sources driving unit, or other electronic or
mechanical component that could expose the ((sewreefs))) sources, re-
duce the shielding around the ((sewreets))) sources, or compromise the
radiation safety of the unit or the ((sewreef{s))) sources.

(2) Except for low dose-rate remote afterloader units, only a
person specifically licensed by the department, NRC, or an agreement
state shall install, replace, relocate, or remove a sealed source or
source contained in other remote afterloader units, teletherapy units,
or gamma stereotactic radiosurgery units.

(3) For a low dose-rate remote afterloader unit, only a person
specifically licensed by the department, NRC, or an agreement state or
an authorized medical physicist shall install, replace, relocate, or
remove a sealed ((sewreefsy)) sources contained in the unit.

(4) A licensee shall retain a record of the installation, mainte-
nance, adjustment, and repair of remote afterloader units, teletherapy
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units, and gamma stereotactic radiosurgery units in accordance with
WAC 246-240-605.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-357,
filed 5/7/13, effective 6/7/13; WSR 06-05-019, § 246-240-357, filed
2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-360 Safety procedures and instructions for remote
afterloader units, teletherapy units, and gamma stereotactic radiosur-
gery units. (1) A licensee shall:

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

(b) Permit only individuals approved by the authorized user, ra-
diation safety officer, or authorized medical physicist to be present
in the treatment room during treatment with the ((sewree{s))) sources;

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

(d) Develop, implement, and maintain written procedures for re-
sponding to an abnormal situation when the operator is unable to place
the ((sewree{s))) sources in the shielded position, or remove the pa-
tient or human research subject from the radiation field with controls
from outside the treatment room. These procedures must include:

(1) Instructions for responding to equipment failures and the
names of the individuals responsible for implementing corrective ac-
tions;

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

(iii) The names and telephone numbers of the authorized users,
the authorized medical physicist, and the radiation safety officer to
be contacted if the unit or console operates abnormally.

(2) A copy of the procedures required by subsection (1) (d) of
this section must be physically located at the unit console.

(3) A licensee shall post instructions at the unit console to in-
form the operator of:

(a) The location of the procedures required by subsection (1) (d)
of this section; and

(b) The names and telephone numbers of the authorized users, the
authorized medical physicist, and the radiation safety officer to be
contacted if the unit or console operates abnormally.

(4) (a) Prior to the first use for patient treatment of a new unit
or an existing unit with a manufacturer upgrade that affects the oper-
ation and safety of the unit, a licensee shall ensure that vendor op-
erational and safety training is provided to all individuals who will
operate the unit. The vendor operational and safety training must be
provided by the device manufacturer or by an individual certified by
the device manufacturer to provide the operational and safety train-
ing.

(b) A licensee shall provide operational safety instructions, in-
itially and at least annually, to all individuals who operate the unit
at the facility, as appropriate to the individual's assigned du-
ties((+)). The instructions shall include instruction in:
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((#=)r)) (i) The procedures identified in subsection (1) (d) of
this section; and

((#)r)) (ii) The operating procedures for the unit.

(5) A licensee shall ensure that operators, authorized medical
physicists, and authorized users participate in drills of the emergen-
cy procedures, initially and at least annually.

(6) A licensee shall retain a record of individuals receiving in-
struction required by subsection (4) of this section, in accordance
with WAC 246-240-590.

(7) A licensee shall retain a copy of the procedures required by
subsections (1) (d) and (4) (b) (ii) of this section in accordance with
WAC 246-240-608.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-360,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-363 Safety precautions for remote afterloader units,
teletherapy units, and gamma stereotactic radiosurgery units. (1) A
licensee shall control access to the treatment room by a door at each
entrance.

(2) A licensee shall equip each entrance to the treatment room
with an electrical interlock system that will:

(a) Prevent the operator from initiating the treatment cycle un-
less each treatment room entrance door is closed;

(b) Cause the ((sewreetfs)y)) sources to be shielded when an en-
trance door is opened; and

(c) Prevent the ((sewreetfs)y)) sources from being exposed follow-
ing an interlock interruption until all treatment room entrance doors
are closed and the ((sewreefsy)) sources on-off control is reset at
the console.

(3) A licensee shall require any individual entering the treat-
ment room to assure, through the use of appropriate radiation moni-
tors, that radiation levels have returned to ambient levels.

(4) Except for low-dose remote afterloader units, a licensee
shall construct or equip each treatment room with viewing and intercom
systems to permit continuous observation of the patient or the human
research subject from the treatment console during irradiation.

(5) For licensed activities where sources are placed within the
patient's or human research subject's body, a licensee shall only con-
duct treatments which allow for expeditious removal of a decoupled or
jammed source.

(6) In addition to the requirements specified in subsections (1)
through (5) of this section, a licensee shall:

(a) For medium dose-rate and pulsed dose-rate remote afterloader
units, require:

(1) An authorized medical physicist and either an authorized user
or a physician, under the supervision of an authorized user, who has
been trained in the operation and emergency response for the unit to
be physically present during the initiation of all patient treatments
involving the unit; and

(ii) An authorized medical physicist and either an authorized
user or an individual, under the supervision of an authorized user,
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who has been trained to remove the source ((apptieater{s))) applica-
tors in the event of an emergency involving the unit, to be immediate-

ly available during continuation of all patient treatments involving
the unit.

(b) For high dose-rate remote afterloader units, require:

(1) An authorized user and an authorized medical physicist to be
physically present during the initiation of all patient treatments in-
volving the unit; and

(ii) An authorized medical physicist and either an authorized
user or a physician, under the supervision of an authorized user, who
has been trained in the operation and emergency response for the unit,
to be physically present during continuation of all patient treatments
involving the unit.

(c) For gamma stereotactic radiosurgery units, require an author-
ized user and an authorized medical physicist to be physically present
throughout all patient treatments involving the unit.

(d) Notify the radiation safety officer, or their designee, and
an authorized user as soon as possible if the patient or human re-
search subject has a medical emergency or dies.

(7) A licensee shall have applicable emergency response equipment
available near each treatment room to respond to a source:

(a) Remaining in the unshielded position; or

(b) Lodged within the patient following completion of the treat-
ment.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-363,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-366 Dosimetry equipment. (1) Except for low dose-
rate remote afterloader sources where the source output or activity is
determined by the manufacturer, a licensee shall have a calibrated
dosimetry system available for use. To satisfy this requirement, one
of the following two conditions must be met:

(a) The system must have been calibrated using a system or source
traceable to the National Institute of Science and Technology (NIST)
and published protocols accepted by nationally recognized bodies; or
by a calibration laboratory accredited by the American Association of
Physicists in Medicine (AAPM). The calibration must have been per-
formed within the previous two years and after any servicing that may
have affected system calibration; or

(b) The system must have been calibrated within the previous four
years. Eighteen to ((hixrty)) 30 months after that calibration, the
system must have been intercompared with another dosimetry system that
was calibrated within the past ((Ewemty—Ffour)) 24 months by NIST or by
a calibration laboratory accredited by the AAPM. The results of the
intercomparison must indicate that the calibration factor of the 1li-
censee's system had not changed by more than two percent. The licensee
may not use the intercomparison result to change the calibration fac-
tor. When intercomparing dosimetry systems to be used for calibrating
sealed sources for therapeutic units, the licensee shall use a compa-
rable unit with beam attenuators or collimators, as applicable, and
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sources of the same radionuclide as the source used at the licensee's
facility.

(2) The licensee shall have a dosimetry system available for use
for spot-check output measurements, if applicable. To satisfy this re-
quirement, the system may be compared with a system that has been
calibrated in accordance with subsection (1) of this section. This
comparison must have been performed within the previous year and after
each servicing that may have affected system calibration. The spot-
check system may be the same system used to meet the requirement in
subsection (1) of this section.

(3) The licensee shall retain a record of each calibration, in-
tercomparison, and comparison in accordance with WAC 246-240-611.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-360,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-369 Full calibration measurements on teletherapy

units. (1) A licensee authorized to use a teletherapy unit for medi-
cal use shall perform full calibration measurements on each telethera-
py unit:

(a) Before the first medical use of the unit; and

(b) Before medical use under the following conditions:

(1) Whenever spot-check measurements indicate that the output
differs by more than five percent from the output obtained at the last
full calibration corrected mathematically for radioactive decay;

(ii) Following replacement of the source or following reinstalla-
tion of the teletherapy unit in a new location;

(iii) Following any repair of the teletherapy unit that includes
removal of the source or major repair of the components associated
with the source exposure assembly; and

(c) At intervals not exceeding one year.

(2) To satisfy the requirement of subsection (1) of this section,
full calibration measurements must include determination of:

(a) The output within *((3)) three percent for the range of field
sizes and for the distance or range of distances used for medical use;

(b) The coincidence of the radiation field and the field indica-
ted by the light beam localizing device;

(c) The uniformity of the radiation field and its dependence on
the orientation of the useful beam;

(d) Timer accuracy and linearity over the range of use;

(e) On-off error; and

(f) The accuracy of all distance measuring and localization devi-
ces 1in medical use.

(3) A licensee shall use the dosimetry system described in WAC
246-240-366 (1) to measure the output for one set of exposure condi-
tions. The remaining radiation measurements required in subsection
(2) (a) of this section may be made using a dosimetry system that indi-
cates relative dose rates.

(4) A licensee shall make full calibration measurements required
by subsection (1) of this section in accordance with published proto-
cols accepted by nationally recognized bodies.
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(5) A licensee shall mathematically correct the outputs deter-
mined in subsection (2) (a) of this section for physical decay for in-
tervals not exceeding one month for cobalt-60, six months for cesi-
um-137, or at intervals consistent with one percent decay for all oth-
er nuclides.

(6) Full calibration measurements required by subsection (1) of
this section and physical decay corrections required by subsection (5)
of this section must be performed by the authorized medical physicist.

(7) A licensee shall retain a record of each calibration in ac-
cordance with WAC 246-240-614.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-369,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-372 Full calibration measurements on remote after-
loader units. (1) A licensee authorized to use a remote afterloader
unit for medical use shall perform full calibration measurements on
each unit:

(a) Before the first medical use of the unit;

(b) Before medical use under the following conditions:

(1) Following replacement of the source or following reinstalla-
tion of the unit in a new location outside the facility; and

(ii) Following any repair of the unit that includes removal of
the source or major repair of the components associated with the
source exposure assembly; and

(c) At intervals not exceeding one calendar quarter for high
dose-rate, medium dose-rate, and pulsed dose-rate remote afterloader
units with sources whose half-life exceeds ((sewvemty—fiwve)) 75 days;
and

(d) At intervals not exceeding one year for low dose-rate remote
afterloader units.

(2) To satisfy the requirement of subsection (1) of this section,
full calibration measurements must include, as applicable, determina-
tion of:

(a) The output within *((&)) five percent;

(b) Source positioning accuracy to within £ ((%)) one millimeter;
(c) Source retraction with backup battery upon power failure;
(d) Length of the source transfer tubes;

(e) Timer accuracy and linearity over the typical range of use;
(f) Length of the applicators; and

(g) Function of the source transfer tubes, applicators, and

transfer tube-applicator interfaces.

(3) A licensee shall use the dosimetry system described in WAC
246-240-366 (1) to measure the output.

(4) A licensee shall make full calibration measurements required
by subsection (1) of this section in accordance with published proto-
cols accepted by nationally recognized bodies.

(5) In addition to the requirements for full calibrations for low
dose-rate remote afterloader units in subsection (2) of this section,
a licensee shall perform an autoradiograph of the ((sewuree{s))) sour-
ces to verify inventory and ((sewreet{s))) sources arrangement at in-
tervals not exceeding one calendar quarter.
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(6) For low dose-rate remote afterloader units, a licensee may
use measurements provided by the source manufacturer that are made in
accordance with subsections (1) through (5) of this section.

(7) A licensee shall mathematically correct the outputs deter-
mined in subsection (2) (a) of this section for physical decay at in-
tervals consistent with one percent physical decay.

(8) Full calibration measurements required by subsection (1) of
this section and physical decay corrections required by subsection (7)
of this section must be performed by the authorized medical physicist.

(9) A licensee shall retain a record of each calibration in ac-
cordance with WAC 246-240-614.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-372,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-375 Full calibration measurements on gamma stereo-
tactic radiosurgery units. (1) A licensee authorized to use a gamma
stereotactic radiosurgery unit for medical use shall perform full cal-
ibration measurements on each unit:

(a) Before the first medical use of the unit;

(b) Before medical use under the following conditions:

(1) Whenever spot-check measurements indicate that the output
differs by more than five percent from the output obtained at the last
full calibration corrected mathematically for radioactive decay;

(ii) Following replacement of the sources or following reinstal-
lation of the gamma stereotactic radiosurgery unit in a new location;
and

(iii) Following any repair of the gamma stereotactic radiosurgery
unit that includes removal of the sources or major repair of the com-
ponents associated with the source assembly; and

(c) At intervals not exceeding one year, with the exception that
relative helmet factors need only be determined before the first medi-
cal use of a helmet and following any damage to a helmet.

(2) To satisfy the requirement of subsection (1) of this section,
full calibration measurements must include determination of:

(a) The output within *((3)) three percent;

(b) Relative helmet factors;

(c) Isocenter coincidence;

(d) Timer accuracy and linearity over the range of use;

(e) On-off error;

(f) Trunnion centricity;

(g) Treatment table retraction mechanism, using backup battery
power or hydraulic backups with the unit off;

(h) Helmet microswitches;

(1) Emergency timing circuits; and

(jJ) Stereotactic frames and localizing devices (trunnions).

(3) A licensee shall use the dosimetry system described in WAC

246-240-366 (1) to measure the output for one set of exposure condi-
tions. The remaining radiation measurements required in subsection

(2) (a) of this section may be made using a dosimetry system that indi-
cates relative dose rates.
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(4) A licensee shall make full calibration measurements required
by subsection (1) of this section in accordance with published proto-
cols accepted by nationally recognized bodies.

(5) A licensee shall mathematically correct the outputs deter-
mined in subsection (2) (a) of this section at intervals not exceeding
one month for cobalt-60 and at intervals consistent with one percent
physical decay for all other radionuclides.

(6) Full calibration measurements required by subsection (1) of
this section and physical decay corrections required by subsection (5)
of this section must be performed by the authorized medical physicist.

(7) A licensee shall retain a record of each calibration in ac-
cordance with WAC 246-240-614.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-375,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-378 Periodic spot-checks for teletherapy units. (1)
A licensee authorized to use teletherapy units for medical use shall
perform output spot-checks on each teletherapy unit once in each cal-
endar month that include determination of:

(a) Timer accuracy, and timer linearity over the range of use;

(b) On-off error;

(c) The coincidence of the radiation field and the field indica-
ted by the light beam localizing device;

(d) The accuracy of all distance measuring and localization devi-
ces used for medical use;

(e) The output for one typical set of operating conditions meas-
ured with the dosimetry system described in WAC 246-240-366(2); and

(f) The difference between the measurement made in (e) of this
subsection and the anticipated output, expressed as a percentage of
the anticipated output (((+=e<=+)) such as the value obtained at last
full calibration corrected mathematically for physical decay).

(2) A licensee shall perform measurements required by subsection
(1) of this section in accordance with written procedures established
by the authorized medical physicist. That individual need not actually
perform the spot-check measurements.

(3) A licensee shall have the authorized medical physicist review
the results of each spot-check within ((fifteern)) 15 days. The author-
ized medical physicist shall notify the licensee as soon as possible
in writing of the results of each spot-check.

(4) A licensee authorized to use a teletherapy unit for medical
use shall perform safety spot-checks of each teletherapy facility once
in each calendar month and after each source installation to assure
proper operation of:

(a) Electrical interlocks at each teletherapy room entrance;

(b) Electrical or mechanical stops installed for the purpose of
limiting use of the primary beam of radiation (restriction of source
housing angulation or elevation, carriage or stand travel and opera-
tion of the beam on-off mechanism);

(c) Source exposure indicator lights on the teletherapy unit, on
the control console, and in the facility;

(d) Viewing and intercom systems;
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(e) Treatment room doors from inside and outside the treatment
room; and

(f) Electrically assisted treatment room doors with the telether-
apy unit electrical power turned off.

(5) If the results of the checks required in subsection (4) of
this section indicate the malfunction of any system, a licensee shall
lock the control console in the off position and not use the unit ex-
cept as may be necessary to repair, replace, or check the malfunction-
ing system.

(6) A licensee shall retain a record of each spot-check required
by subsections (1) and (4) of this section, and a copy of the proce-
dures required by subsection (2) of this section, in accordance with
WAC 246-240-0617.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-378,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-381 Periodic spot-checks for remote afterloader
units. (1) A licensee authorized to use a remote afterloader unit for
medical use shall perform spot-checks of each remote afterloader fa-
cility and on each unit:

(a) Before the first use of a high dose-rate, medium dose-rate,
or pulsed dose-rate remote afterloader unit on a given day;

(b) Before each patient treatment with a low dose-rate remote af-
terloader unit; and

(c) After each source installation.

(2) A licensee shall perform the measurements required by subsec-
tion (1) of this section in accordance with written procedures estab-
lished by the authorized medical physicist. That individual need not
actually perform the spot check measurements.

(3) A licensee shall have the authorized medical physicist review
the results of each spot-check within ((fifteern)) 15 days. The author-
ized medical physicist shall notify the licensee as soon as possible
in writing of the results of each spot-check.

(4) To satisfy the requirements of subsection (1) of this sec-
tion, spot-checks must, at a minimum, assure proper operation of:

(a) Electrical interlocks at each remote afterloader unit room
entrance;

(b) Source exposure indicator lights on the remote afterloader
unit, on the control console, and in the facility;

(c) Viewing and intercom systems in each high dose-rate, medium
dose-rate, and pulsed dose-rate remote afterloader facility;

(d) Emergency response egquipment;

e) Radiation monitors used to indicate the source position;

f) Timer accuracy;

g) Clock (date and time) in the unit's computer; and

h) Decayed ((sewreefs))) sources activity in the unit's comput-

o~~~ o~

er.
(5) If the results of the checks required in subsection (4) of

this section indicate the malfunction of any system, a licensee shall

lock the control console in the off position and not use the unit ex-
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cept as may be necessary to repair, replace, or check the malfunction-
ing system.

(6) A licensee shall retain a record of each check required by
subsection (4) of this section and a copy of the procedures required
by subsection (2) of this section in accordance with WAC 246-240-620.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-381,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-384 Periodic spot-checks for gamma stereotactic ra-
diosurgery units. (1) A licensee authorized to use a gamma stereotac-
tic radiosurgery unit for medical use shall perform spot-checks of
each gamma stereotactic radiosurgery facility and on each unit:

(a) Monthly;

(b) Before the first use of the unit on a given day; and

(c) After each source installation.

(2) A licensee shall:

(a) Perform the measurements required by subsection (1) of this
section in accordance with written procedures established by the au-
thorized medical physicist. That individual need not actually perform
the spot check measurements.

(b) Have the authorized medical physicist review the results of
each spot-check within ((f4+fteer)) 15 days. The authorized medical
physicist shall notify the licensee as soon as possible in writing of
the results of each spot-check.

(3) To satisfy the requirements of subsection (1) (a) of this sec-
tion, spot-checks must, at a minimum:

(a) Assure proper operation of:

(1) Treatment table retraction mechanism, using backup battery
power or hydraulic backups with the unit off;

(11) Helmet microswitches;

(iii) Emergency timing circuits; and

(iv) Stereotactic frames and localizing devices (trunnions).
(b) Determine:

(1) The output for one typical set of operating conditions meas-
ured with the dosimetry system described in WAC 246-240-366(2);

(11) The difference between the measurement made in (b) (1) of
this subsection and the anticipated output, expressed as a percentage
of the anticipated output (((i=e<=+)) such as the value obtained at
last full calibration corrected mathematically for physical decay);

(iii) Source output against computer calculation;

(iv) Timer accuracy and linearity over the range of use;

(v) On-off error; and

(vi) Trunnion centricity.

(4) To satisfy the requirements of subsection (1) (b) and (c) of
this section, spot-checks must assure proper operation of:

(a) Electrical interlocks at each gamma stereotactic radiosurgery
room entrance;

(b) Source exposure indicator lights on the gamma stereotactic
radiosurgery unit, on the control console, and in the facility;

(c) Viewing and intercom systems;

(d) Timer termination;
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(e) Radiation monitors used to indicate room exposures; and

(f) Emergency off buttons.

(5) A licensee shall arrange for the repair of any system identi-
fied in subsection (3) of this section that is not operating properly
as soon as possible.

(6) If the results of the checks required in subsection (4) of
this section indicate the malfunction of any system, a licensee shall
lock the control console in the off position and not use the unit ex-
cept as may be necessary to repair, replace, or check the malfunction-
ing system.

(7) A licensee shall retain a record of each check required by
subsections (3) and (4) of this section and a copy of the procedures
required by subsection (2) of this section in accordance with WAC
246-240-623.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-384,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-390 Radiation surveys. (1) In addition to the sur-
vey requirement in WAC 246-221-110(1), a person licensed under this
chapter shall make surveys to ensure that the maximum radiation levels
and average radiation levels from the surface of the main source safe
with the ((sewreet{s))) sources in the shielded position do not exceed
the levels stated in the sealed source and device registry.

(2) The licensee shall make the survey required by subsection (1)
of this section at installation of a new source and following repairs
to the ((sewreets))) sources shielding, the ((sewree{s))) sources
driving unit, or other electronic or mechanical component that could
expose the source, reduce the shielding around the ((sewreetfs))) sour-—
ces, or compromise the radiation safety of the unit or the
( (sorreefsy)) sources.

(3) A licensee shall retain a record of the radiation surveys re-
quired by subsection (1) of this section in accordance with WAC
246-240-629.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-390,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-393 ((Five-year—inspeetion)) Full-inspection servic-

ing for teletherapy and gamma stereotactic radiosurgery units. (1) A
licensee shall have each teletherapy unit and gamma stereotactic radi-
osurgery unit fully inspected and serviced during each source replace-
ment ((er—atirntervalsrneot—toexceedfive years,—whichever——comes
fi¥rsts)) to assure proper functioning of the source exposure mechanism
and other safety components. The interval between each full-inspection
servicing shall not exceed five years for each teletherapy unit and
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shall not exceed seven vears for each gamma stereotactic radiosurgery
unit.

(2) This inspection and servicing may only be performed by per-
sons specifically licensed to do so by the department, NRC, or an
agreement state.

(3) A licensee shall keep a record of the inspection and servic-
ing in accordance with WAC 246-240-632.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-393,
filed 5/7/13, effective 6/7/13; WSR 06-05-019, § 246-240-393, filed
2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 13-11-021, filed 5/7/13, effective
6/7/13)

WAC 246-240-399 Training for use of remote afterloader units,
teletherapy units, and gamma stereotactic radiosurgery units. Except
as provided in WAC 246-240-078, the licensee shall require an author-
ized user of a sealed source for a use authorized under WAC
246-240-351 to be a physician who:

(1) Is certified by a medical specialty board whose certification
process has been recognized by the department, NRC, or an agreement
state and meets the requirements in subsection (3) of this section.

((£Sp 70 v SH—PE¥e &5 S <

be)) The names of board certifications that have been recognized by

the department, NRC, or an agreement state are posted on the NRC's
medical uses licensee toolkit web page. To have its certification
process recognized, a specialty board shall require all candidates for
certification to:

(a) Successfully complete a minimum of three years of residency
training in a radiation therapy program approved by the Residency Re-
view Committee of the Accreditation Council for Graduate Medical Edu-
cation or Royal College of Physicians and Surgeons of Canada or the
( (committee—orn—Postgraduate)) Council of Postdoctoral Training of the
American Osteopathic Association; and

(b) Pass an examination, administered by diplomates of the spe-
cialty board, which tests knowledge and competence in radiation safe-
ty, radionuclide handling, treatment planning, quality assurance, and
clinical use of stereotactic radiosurgery, high and low dose-rate bra-
chytherapy, and external beam therapy; or

(2) (a) Has completed a structured educational program in basic
radionuclide techniques applicable to the use of a sealed source in a
therapeutic medical unit that includes:

(1) Two hundred hours of classroom and laboratory training in the
following areas:

(A) Radiation physics and instrumentation;

(B) Radiation protection;

(C) Mathematics pertaining to the use and measurement of radiocac-
tivity; and

(D) Radiation biology; and

(ii) Five hundred hours of work experience, under the supervision
of an authorized user who meets the requirements in WAC 246-240-078,
246-240-399, or equivalent agreement state or NRC requirements, at a
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medical institution((+)) that is authorized to use radiocactive materi-
als in WAC 246-240-351 involving:

(A) Reviewing full calibration measurements and periodic spot-
checks;

(B) Preparing treatment plans and calculating treatment doses and
times;

(C) Using administrative controls to prevent a medical event in-
volving the use of radioactive material;

(D) Implementing emergency procedures to be followed in the event
of the abnormal operation of the medical unit or console;

(E) Checking and using survey meters; and

(F) Selecting the proper dose and how it is to be administered;

and

(b) Has completed three years of supervised clinical experience
in radiation therapy, under an authorized user who meets the require-
ments in WAC 246-240-078, 246-240-399 or equivalent NRC or agreement
state requirements, as part of a formal training program approved by
the Residency Review Committee for Radiation Oncology of the Accredi-
tation Council for Graduate Medical Education or Royal College of
Physicians and Surgeons of Canada or the ( (Cemmittee)) Council on
Postdoctoral Training of the American Osteopathic Association. This
experience may be obtained concurrently with the supervised work expe-
rience required by (a) (ii) of this subsection; and

(c) Has obtained written attestation that the individual has sat-
isfactorily completed the requirements in ((swbseetieon—1+))) (a) and
(b) of this subsection, and subsection (3) of this section ((—er—+a*+

teney—sufficient—+teo—Ffunetion)) and is able to independently fulfill
the radiation safety-related duties as an authorized user of each type
of therapeutic medical unit for which the individual is requesting au-
thorized user status. The written attestation must be ( (stgred—by))
obtained from either:

(i) A preceptor authorized user who meets the requirements in WAC
246-240-078, 246-240-399, or equivalent NRC or agreement state re-
quirements for an authorized user for each type of therapeutic medical
unit for which the individual is requesting authorized user status((+
ane

b)) _or

(1i) A residency program director who affirms in writing that the
attestation represents the consensus of the residency program faculty
where at least one faculty member is an authorized user who meets the
reguirements in WAC 246-240-078, 246-240-399, or equivalent NRC or
agreement state requirements, for the types of therapeutic medical
unit for which the individual is requesting authorized user status,
and concurs with the attestation provided by the residency program di-
rector. The residency training program must be approved by the Resi-
dency Review Committee of the Accreditation Council for Graduate Medi-
cal Education or the Roval College of Physicians and Surgeons of Cana-
da or the Council on Postdoctoral Training of the American Osteopathic
Association and must include training and experience specified in (a)
and (b) of this subsection.

(3) Has received training in device operation, safety procedures,
and clinical use for the ((&ypetfs))) types of use for which authoriza-
tion is sought. This training requirement may be satisfied by satis-
factory completion of a training program provided by the vendor for
new users or by receiving training supervised by an authorized user or
authorized medical physicist, as appropriate, who is authorized for
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the ((&ypets))) types of use for which the individual is seeking au-
thorization.

[Statutory Authority: RCW 70.98.050. WSR 13-11-021, § 246-240-399,
filed 5/7/13, effective 6/7/13; WSR 11-03-068, § 246-240-399, filed
1/18/11, effective 2/18/11; WSR 07-14-131, § 246-240-399, filed
7/3/07, effective 8/3/07; WSR 06-05-019, § 246-240-399, filed 2/6/06,
effective 3/9/06.]

OTHER MEDICAL USES OF RADIOACTIVE MATERIAL OR RADIATION FROM RADIOAC-
TIVE MATERIAL

RECORDS

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-551 Records of authority and responsibilities for
radiation protection programs. (1) A licensee shall retain a record
of actions taken by the licensee's management in accordance with WAC
246-240-051(1) for five years. The record must include a summary of
the actions taken and a signature of licensee management.

(2) The licensee shall retain a copy of both authority, duties,
and responsibilities of the radiation safety officer as required by
WAC 246-240-051(5), and a signed copy of each radiation safety offic-
er's agreement to be responsible for implementing the radiation safety
program, as required by WAC 246-240-051(2), for the duration of the
license. The records must include the signature of the radiation safe-
ty officer and licensee management.

(3) For each associate radiation safety officer appointed under
WAC 246-240-051(2), the licensee shall retain, for five years after
the associate radiation safety officer is removed from the license, a
copy of the written document appointing the associate radiation safety
officer signed by the licensee's management.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-551,
filed 2/6/06, effective 3/9/06.]
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AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-578 Records of the release of individuals containing
unsealed radioactive material or implants containing radioactive mate-
rial. (1) A licensee shall retain a record of the basis for authoriz-
ing the release of an individual in accordance with WAC 246-240-122,
if the total effective dose equivalent is calculated by:

(a) Using the retained activity rather than the activity adminis-
tered;

(b) Using an occupancy factor less than 0.25 at ((%)) one meter;

(c) Using the biological or effective half-life; or

(d) Considering the shielding by tissue.

(2) A licensee shall retain a record that the instructions re-
quired by WAC 246-240-122(2) were provided to a breast-feeding female
if the radiation dose to the infant or child from continued breast-
feeding could result in a total effective dose equivalent exceeding
((5)) five mSv (0.5 rem).

(3) The records required by subsections (1) and (2) of this sec-
tion must be retained for three years after the date of release of the
individual.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-578,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-590 Records of safety instruction. A licensee shall
maintain a record of safety instructions required by WAC 246-240-204,
246-240-263, and the operational and safety instructions required by
WAC 246-240-360 for three years. The record must include a list of the
topics covered, the date of the instruction, the ((prame+{s))) names of

the ((attendeetfsy)) attendees, and the ((aamets))) names of the ((+a—
eividuad+sy)) individuals who provided the instruction.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-590,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-605 Records of installation, maintenance, adjust-
ment, and repair of remote afterloader units, teletherapy units, and
gamma stereotactic radiosurgery units. A licensee shall retain a re-
cord of the installation, maintenance, adjustment, and repair of re-
mote afterloader units, teletherapy units, and gamma stereotactic ra-
diosurgery units as required by WAC 246-240-357 for three years. For
each installation, maintenance, adjustment and repair, the record must
include the date, description of the service, and ((mramets))) names of
the ( (imedividwalt+ts))) individuals who performed the work.
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[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-605,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-614 Records of teletherapy, remote afterloader, and
gamma stereotactic radiosurgery full calibrations. (1) A licensee
shall maintain a record of the teletherapy unit, remote afterloader
unit, and gamma stereotactic radiosurgery unit full calibrations re-
quired by WAC 246-240-369, 246-240-372, and 246-240-375 for three

years.

(2) The record must include:

(a) The date of the calibration;
(b) The manufacturer's name, model number, and serial number of
the teletherapy, remote afterloader, and gamma stereotactic radiosur-
gery ((wmit+4s))) units, the ((sewreefs))) sources, and the instruments
used to calibrate the ( (saitfsy)) units;

(c) The results and an assessment of the full calibrations;

(d) The results of the autoradiograph required for low dose-rate
remote afterloader units; and

(e) The signature of the authorized medical physicist who per-
formed the full calibration.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-614,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-632 Records of ((five-year inspeetion)) full-inspec-

tion servicing for teletherapy and gamma stereotactic radiosurgery
units. (1) A licensee shall maintain a record of the ((five—year—in
speetions)) full-inspection servicing for teletherapy and gamma ster-
eotactic radiosurgery units required by WAC 246-240-393 for the dura-
tion of use of the unit.
(2) The record must contain:
(a) The inspector's radicactive materials license number;
(b) The date of inspection;
) The manufacturer's name and model number and serial number of

both the treatment unit and source;

(d) A list of components inspected and serviced, and the type of
service; and

(e) The signature of the inspector.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-632,
filed 2/6/06, effective 3/9/06.]
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REPORTS

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-651 Report and notification of a medical event. (1)
A licensee shall report any event as a medical event, except for an
event that results from patient intervention, in which:

(a) The administration of radioactive material or radiation from
radioactive material, except permanent implant brachytherapy, results
in:

((#=)r)) (i) A dose that differs from the prescribed dose or dose
that would have resulted from the prescribed dosage by more than 0.05
Sv (((5)) five rem) effective dose equivalent, 0.5 Sv (50 rem) to an
organ or tissue, or 0.5 Sv (50 rem) shallow dose equivalent to the
skin; and

((#)) (A) The total dose delivered differs from the prescribed
dose by ((twernty)) 20 percent or more;

((+F)) (B) The total dosage delivered differs from the prescri-
bed dosage by ((twenty)) 20 percent or more or falls outside the pre-
scribed dosage range; or

((H3++¥r)) (C) The fractionated dose delivered differs from the
prescribed dose, for a single fraction, by ((f+ft¥)) 50 percent or
more.

((Hr)) (ii) A dose that exceeds 0.05 Sv (((5)) five rem) effec-
tive dose equivalent, 0.5 Sv (50 rem) to an organ or tissue, or 0.5 Sv
(50 rem) shallow dose equivalent to the skin from any of the follow-
ing:

((>)) (A) An administration of a wrong radioactive drug con-
taining radioactive material or the wrong radionuclide for a brachy-
therapy procedure;

((+F)) (B) An administration of a radioactive drug containing
radicactive material by the wrong route of administration;

((H#+3+>r)) (C) An administration of a dose or dosage to the wrong
individual or human research subject;

(())) (D) An administration of a dose or dosage delivered by
the wrong mode of treatment; or

((#r)) (E) A leaking sealed source.

((#e¥)) (iii) A dose to the skin or an organ or tissue other than
the treatment site that exceeds by:

(A) 0.5 Sv (50 rem) ((%e—aﬂ—efgaﬂ—ef—%%sSﬁe—aﬂd—éié%y—pefeeﬂ%—gf

moxr £ + 1 a eyt Al Loy BN P IR N AP SRV N Aafan Al 2~ Ty
o OT—C1It OS5 EA A AR S AT S R ma 4 1 Sy 3 3 ottt ro crac ot Ot SO I —Cit WL T C
o A g ag (ose~ T 222 fr v~ ST S o o Ao +h ot o 1
cCI— O CcCTTv Tt 97 O P CTranCIrc—TipoTraitc Sy =} Oo—Cciiaotc wCT TItt
nlant a -:w + 1 rraoct o+ I SCEE SR N BTN a1 A + 1 S N R P P AY
PromrcCO—TI—CcTt CoOTT T CCT—S=¢C outT Mmoo ctt o TES T CIT crCCocttCitc oL ct7y

or more the expected dose to that site from the procedure if the ad-
ministration had been given in accordance with the written directive
prepared or revised before administration; and

(B) Fifty percent or more the expected dose to that site from the
procedure if the administration had been given in accordance with the
written directive prepared or revised before administration.
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(b) For permanent implant brachyvtherapy, the administration of
radioactive material or radiation from radiocactive material (excluding
sources that were implanted in the correct site but migrated outside
the treatment site) that results in:

(1) The total source strength administered differing by 20 per-
cent or more from the total source strength documented in the post-im-
plantation portion of the written directive;

(1i) The total source strength administered outside of the treat-
ment site exceeding 20 percent of the total source strength documented
in the post-implantation portion of the written directive; or

(1ii) An administration that includes any of the following:

(A) The wrong radionuclide;

(B) The wrong individual or human research subject;

(C) Sealed sources implanted directly into a location discontigu-
ous from the treatment site, as documented in the post-implantation
portion of the written directive; or

(D) A leaking sealed source resulting in a dose that exceeds 0.5
Sv_(50 rem) to an organ or tissue.

(2) A licensee shall report any event resulting from intervention
of a patient or human research subject in which the administration of
radioactive material or radiation from radioactive material results or
will result in unintended permanent functional damage to an organ or a
physiological system, as determined by a physician.

(3) The licensee shall notify by telephone (360-236-3300) the de-
partment no later than the next calendar day after discovery of the
medical event.

(4) By an appropriate method listed in WAC 246-221-250, the 1i-
censee shall submit a written report to the department at P.0O. Box
47827, Olympia WA 98504-7827 within ((fifteern)) 15 days after discov-
ery of the medical event.

(a) The written report must include:

i) The licensee's name;

ii) The name of the prescribing physician;
iii) A brief description of the event;

iv) Why the event occurred;

(v) The effect, if any, on the ((imdividwad+s))) individuals who
received the administration;

(vi) What actions, if any, have been taken or are planned to pre-
vent recurrence; and

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

(
(
(
(

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

(5) The licensee shall provide notification of the event to the
referring physician and also notify the individual who is the subject
of the medical event no later than ((Ewemty—Ffour)) 24 hours after its
discovery, unless the referring physician personally informs the 1i-
censee either that they will inform the individual or that, based on
medical judgment, telling the individual would be harmful. The licen-
see 1s not required to notify the individual without first consulting
the referring physician. If the referring physician or the affected
individual cannot be reached within ( (&wenty—Ffour)) 24 hours, the 1li-
censee shall notify the individual as soon as possible thereafter. The
licensee may not delay any appropriate medical care for the individu-
al, including any necessary remedial care as a result of the medical
event, because of any delay in notification. To meet the requirements
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of this ((seettern)) subsection, the notification of the individual who
is the subject of the medical event may be made instead to that indi-
vidual's responsible relative or guardian. If a verbal notification is
made, the licensee shall inform the individual, or appropriate respon-
sible relative or guardian, that a written description of the event
can be obtained from the licensee upon request. The licensee shall
provide a written description if requested.

(6) Aside from the notification requirement, nothing in this sec-
tion affects any rights or duties of licensees and physicians in rela-
tion to each other, to individuals affected by the medical event, or
to that individual's responsible relatives or guardians.

(7) A licensee shall:

(a) Annotate a copy of the report provided to the department with

the:

(1) Name of the individual who is the subject of the event; and

(ii) Social Security number or other identification number, if
one has been assigned, of the individual who is the subject of the
event; and

(b) Provide a copy of the annotated report to the referring
physician, if other than the licensee, no later than ((fifteern)) 15
days after the discovery of the event.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-651,
filed 2/6/06, effective 3/9/06.]

AMENDATORY SECTION (Amending WSR 06-05-019, filed 2/6/06, effective
3/9/06)

WAC 246-240-654 Report and notification of a dose to an embryo/
fetus or a nursing child. (1) A licensee shall report to the depart-
ment at P.0O. Box 47827, Olympia WA 98504-7827, (phone 360-236-3300),
any dose to an embryo/fetus that is greater than 50 mSv (((5)) five
rem) dose equivalent that is a result of an administration of radioac-
tive material or radiation from radiocactive material to a pregnant in-
dividual unless the dose to the embryo/fetus was specifically ap-
proved, in advance, by the authorized user.

(2) A licensee shall report any dose to a nursing child that is a
result of an administration of radioactive material to a breast-feed-
ing individual that:

(a) Is greater than 50 mSv (((5)) five rem) total effective dose
equivalent; or

(b) Has resulted in unintended permanent functional damage to an
organ or a physiological system of the child, as determined by a
physician.

(3) The licensee shall notify by telephone the department no lat-
er than the next calendar day after discovery of a dose to the embryo/
fetus or nursing child that requires a report in subsection (1) or (2)
of this section.

(4) By an appropriate method listed in WAC 246-221-250, the 1i-
censee shall submit a written report to the department within ( (-
feen)) 15 days after discovery of a dose to the embryo/fetus or nurs-
ing child that requires a report in subsection (1) or (2) of this sec-
tion.

(a) The written report must include:

(1) The licensee's name;
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ii) The name of the prescribing physician;
iii) A brief description of the event;
iv) Why the event occurred;

v) The effect, if any, on the embryo/fetus or the nursing child;

(vi) What actions, if any, have been taken or are planned to pre-
vent recurrence; and

(vii) Certification that the licensee notified the pregnant indi-
vidual or mother (or the mother's or child's responsible relative or
guardian), and if not, why not.

(b) The report must not contain the individual's or child's name
or any other information that could lead to identification of the in-
dividual or child.

(5) The licensee shall provide notification of the event to the
referring physician and also notify the pregnant individual or mother,
both hereafter referred to as the mother, no later than ( (&Ewenrty—
fewr)) 24 hours after discovery of an event that would require report-
ing under subsection (1) or (2) of this section, unless the referring
physician personally informs the licensee either that they will inform
the mother or that, based on medical judgment, telling the mother
would be harmful. The licensee is not required to notify the mother
without first consulting with the referring physician. If the refer-
ring physician or mother cannot be reached within ((Ewenty—Ffour)) 24
hours, the licensee shall make the appropriate notifications as soon
as possible thereafter. The licensee may not delay any appropriate
medical care for the embryo/fetus or for the nursing child, including
any necessary remedial care as a result of the event, because of any
delay in notification. To meet the requirements of this subsection,
the notification may be made to the mother's or child's responsible
relative or guardian instead of the mother. If a verbal notification
is made, the licensee shall inform the mother, or the mother's or
child's responsible relative or guardian, that a written description
of the event can be obtained from the licensee upon request. The 1i-
censee shall provide a written description if requested.

(6) A licensee shall:

(a) Annotate a copy of the report provided to the department with

(
(
(
(

the:

(1) Name of the pregnant individual or the nursing child who is
the subject of the event; and

(ii) Social Security number or other identification number, if
one has been assigned, of the pregnant individual or the nursing child
who is the subject of the event; and

(b) Provide a copy of the annotated report to the referring
physician, if other than the licensee, no later than ((fifteern)) 15
days after the discovery of the event.

[Statutory Authority: RCW 70.98.050. WSR 06-05-019, § 246-240-654,
filed 2/6/06, effective 3/9/06.]

NEW SECTION

WAC 246-240-660 Report and notification for an eluate exceeding
permissible molybdenum-99, strontium-82, and strontium-85 concentra-
tions. (1) The licensee shall notify by telephone the department and
the distributor of the generator within seven calendar days after dis-
covery that an eluate exceeded the permissible concentration listed in
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WAC 246-240-160(1) at the time of generator elution. The telephone re-
port to the department must include the manufacturer, model number,
and serial number (or lot number) of the generator; the results of the
measurement; the date of the measurement; whether dosages were admin-
istered to patients or human research subjects, when the distributor
was notified, and the action taken.

(2) By an appropriate method listed in WAC 246-221-250, the 1i-
censee shall submit a written report to the department at P.0O. Box
47827, Olympia WA 98504-7827 within 30 days after discovery of an elu-
ate exceeding the permissible concentration at the time of generator
elution. The written report must include the action taken by the 1i-
censee; the patient dose assessment; the methodology used to make this
dose assessment if the eluate was administered to patients or human
research subjects; and the probable cause and an assessment of failure
in the licensee's equipment, procedures or training that contributed
to the excessive readings i1f an error occurred in the licensee's
breakthrough determination; and the information in the telephone re-
port as required by subsection (1) of this section.

[]
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