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§ 30180.7

or transport such a product up through its first sale. This subsection does
not apply to subsequent transfers or sales of such a product.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safcty
Codc. Reference: Scctions 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safety Code.

HisTORY
1. New section filed 12-30-2014; operative 41 2015 (Register 2015, No. 1).

§ 30180.3. Exempt Quantities.

(a) Except as provided in subsections (c), (d) and (e), a person is ex-
cmpt from the requirements for a license specified in section 30190 and
sections 30191 through 30231 and 30237, and from Group 3 of this sub-
chapter, to the extent that such person receives, possesses, uses, transfers,
owns, or acquires radioactive material in individual quantities, cach of
which does not exceed the applicablc quantity set forth in section 30235.

(b) A person, who possesses radioactive material received or acquircd
before November 12, 1972, under the general license then provided in
section 30192(a)(2), is exempt from the requirements for a license speci-
fied in scetion 30190, sections 30191 through 30237, and from Group 3
of this subchapter to the extent that this person possesses, uscs, transfers,
or owns radioactive matcrial.

(c) This scetion does not authorize, for purposcs of commercial dis-
tribution, the packaging, repackaging, or transfer of radioactive material,
or the incorporation of radioactive material into a product intended for
commercial distribution.

(d) A person may not, for purposcs of commereial distribution, trans-
fer radioactive material in the individual quantitics set forth in section
30235, knowing or having reason to believe that such quantities of radio-
active material will be transferred to persons exempt under this section,
except in accordance with a specific licensc issued by the U.S. Nuclear
Regulatory Commission pursuant to section 32.18 in title 10, Code of
Federal Regulations, Part 32 (10 CFR 32). This provision shall not be
construed to incorporate by refercnce 10 CFR 32, section 32.18.

(e) A person may not, for purposes of producing an increased radiation
level, combine quantitics of radioactive matcrial covered by this exemp-
tion so that the aggregate quantity exceeds the limits sct forth in scction
30235, except for radioactive material combined within a device placed
in use beforec May 3, 1999, or as otherwisc specified in this regulation.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Codc. Reference: Sections 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safcty Code.

HisToRrY
1. New section filed 12 30-2014; operative 4 | 2015 (Register 2015, No. 1).

§ 30180.4. Self-Luminous Products Containing Tritium,
Krypton-85, or Promethium-147.

(a) A person is exempt from the requirements for a license specified
in scetion 30190 and sections 30191 through 30237, and from Group 3
of this subchapter, to the extent that such person receives, possesscs,
uscs, transfers, owns, or acquires a self luminous product containing tri-
tium, krypton—85, or promethium-147, provided that such product was
manufactured, processed, produced, or initially transferred in accor-
dance with a specific license issued by the U.S. Nuclear Regulatory Com-
mission pursuant to scction 32.22 in title 10, Code of Fedcral Regula-
tions. Part 32 (10 CFR 32). This provision shall not be construed to
incorporate by reference 10 CFR 32, section 32.22.

(b) The exemption provided in subsection (a) docs not apply to persons
who manufacture or process such a product for salc or distribution.

(c) The exemption provided in subsection (a) does not apply to prod-
ucts primarily used for frivolous purposes or as toys or adornments, con-
taining trittum, krypton 85, or promethium--147.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safety
Codc. Reference: Sections 114965, 114970, 115000, 1150060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safety Code.

History
1. New scetion filed 12--30 2014; operative 4 1 2015 (Register 2015, No. 1).
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§ 30180.5. Gas and Aerosol Detectors Containing
Radioactive Material.

(a) A person is exempt from the requirements for a license specified
in section 30190 and sections 30191 through 30237, and from Group 3
of this subchapter, to the extent that such person possesses or transfcrs
radioactive material in gas and aerosol detectors designed to protect
health, safety, or property, provided the detector is manufactured, pro-
cessed, produced, or initially transferred in accordance with either a spe-
cific license issued by the Department prior to November 30, 2007, or by
the U.S. Nuclear Regulatory Commission issued in accordance with sec-
tion 32.26 intitle 10, Code of Fcderal Regulations, Part 32 (10 CFR 32).
This provision shall not be construed to incorporate by reference 10 CFR
32, section 32.26.

(b) The exemption in subscction (a) does not apply to persons who
manufacture, process, or produce the product specified in subsection (a),
or who initially transfer or distribute such a product.

NOTE: Authority cited: Scetions 114975, 115000 and 131200, Health and Safety
Codec. Reference: Sections 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Hcalth and Safcty Codec.

HiSTORY
1. New scction filed 12-30-2014; operative 4-1-2015 (Register 2015, No. 1).

§ 30180.6. Radioactive Drug: Capsules Containing
Carbon—14 Urea for “In Vivo” Diagnostic Use
for Humans.

(a) A person who receives, possesscs, uses, transfers, owns, or ac-
quires capsules containing urca impregnated with carbon 14, which are
manufactured for “in vivo™ diagnostic use in humans, is exempt from the
requirements for a license specified in section 30190 and sections 30191
through 30237, and from Group 3 of this subchapter, provided that each
capsule does not exceed one microcurie (allowing for nominal variation
that may occur during the manufacturing process) of carbon-14.

(b} Any person who desircs to use a capsule described in subsection
(a) for rescarch involving human subjects shall hold a specific license is-
sued pursuant to section 30195 authorizing the medical use of radioactive
material.

(c) This section shall not be deemed to authorize the manufacturing,
preparation, processing, producing, packaging, repackaging, or transfer-
ring for commercial distribution of such capsules.

(d) Nothing in this section rclicves persons from complying with ap-
plicable U.S. Food and Drug Administration requirements, or other Fed-
cral and State requirements, governing the receipt, administration, and
use of drugs.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Salety
Code. Relerence: Sections 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Hcalth and Safcty Code.

HIsSTORY
1. New scction [iled 12-30- 2014; operative 4 1 2015 (Register 2015, No. 1).

§ 30180.7. Certain Industrial Products.

(a) A person is exempt from the requircments for a license specificd
in section 30190 and scctions 30191 through 30237, and from Group 3
of this subchapter, to the extent that such person posscsses or transfers
radioactive matcrial in industrial devices designed and manufactured for
detecting, measuring, gauging or controlling thickness, density, level, in-
terfacc location, radiation, leakage, or qualitative or quantitative chemi-
cal composition, or for producing an ionized atmospherc, provided the
device is manufactured, processed, produced, or initially transferred in
accordance with a specific license issued by the U.S. Nuclear Regulatory
Commission in accordance with section 32.30 in title 10, Code of Federal
Regulations, Part 32 (10 CFR 32). This provision shall not be construed
to incorporate by reference 10 CFR 32, section 32.30.

(b) The exemption in subsection (a):

(1) Does not cover radioactive material not incorporated into a device,
such as calibration and reference sources; and

(2) Does not apply to persons who manufacture, process, or produce
the device specificd in subsection (a), or who initially transfer or distrib-
ute such a product.

Register 2015, No. 1; 1-2-2015
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NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Code. Reference: Scetions 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safcty Code.

HISTORY
1. New scction filed 12--30-2014; operative 4-1-2015 (Register 2015, No. 1).
§ 30181. Products Containing and Quantities of Source

Material.

(a) A person is exempt from the requirements for a license specified
in section 30190 and sections 30191 through 30237, and from Group 3
of this subchapter, to the extent that such person receives, possesses,
uses, transfers or delivers source material in any chemical mixture, com-
pound, solution, or alloy in which the source material is by weight less
than one -twentieth of one percent (0.05 percent) of the mixture, com-
pound, solution or alloy.

(b) A person is exempt from the requirements for a license specified
in section 30190 and sections 30191 through 30237, and from Group 3
of this subchapter, to the extent that such person receives, possesses,
uses, or transfers unrefined and unprocessed ore containing source mate-
rial, provided that, except as authorized in a specific license, such person
shall not refine or process such ore.

(¢) A person is exempt from the requirements for a license specified
in section 30190 and sections 30191 through 30237, and from Group 3
of this subchapter, to the extent that such person receives, possesses,
uses, or transfers:

(1) The following items or materials containing thorium or uranium:

(A) Incandescent gas mantles, vacuum tubes, welding rods, or electric
lamps for illuminating purposes, which do not contain more than 50 mil-
ligrams of thorium per item;

(B) Germicidal lamps, sunlamps, and lamps for outdoor or industrial
lighting, which do not contain more than 2 grams of thorium per item;

(C) Rare earth metals and compounds, mixtures, and products, which
do not contain more than 0.25 percent by weight of thorium, uranium, or
any combination of these two radioactive materials; or

(D) Neutron—detecting dosimeters, which do not contain more than 50
milligrams of thorium per dosimeter.

(2) Source material contained in the following products:

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

(B) Piezoelectric ceramic containing not more than 2 percent by
weight source material;

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

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

(3) Photographic film, negatives, and prints containing uranium or
thorium.

(4) Any finished product or part fabricated of, or containing tungsten
or magnesium—thorium alloys, provided that the thorium content of the
alloy does not exceed 4 percent 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.

(5) Subject to subsection (d), counterweights which contain uranium
and which are designed for installation in aircraft, rockets, projectiles,
and missiles, or stored or handled in connection with installation or re-
moval of such counterweights, provided that the following requirements
are met:

(A) The counterweights are manufactured in accordance with a specif-
ic license issued by the Department;

(B) Each counterweight manufactured on or after December 31, 1969
has been impressed with the following legend clearly legible through any
plating or other covering: “Depleted Uranium”; and

(C) Each counterweight manufactured on or after December 31, 1969
is durably and legibly labeled or marked with the identification of the

Page 182

manufacturer, and the statement: “Unauthorized Alterations Prohib-
ited”;

(6) A shipping container, or part thereof, containing uranium, whether
or not depleted, provided that:

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

(B) The uranium metal is encased in mild steel or equally fire resistant
metal of minimum wall thickness of one—eighth inch (3.2 mm);,

(7) Subject to subsection (e), finished optical lenses containing tho-
rium, provided that each lens does not contain more than 30 percent by
weight of thortum.

(8) Any finished aircraft engine part containing thorium in a nickel—
thoria alloy, provided that:

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

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

(d) The exemption contained in subsection (¢c)(5) shall not be deemed
to authorize the chemical, physical, or metallurgical treatment or proces-
sing of any such counterweights, other than the repair or restoration of
any plating or other covering.

(e) The exemption contained in subsection (c)(7) shall not be deemed
to authorize either:

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

(2) The receipt, possession, use, or transfer, of thorium contained in
contact lenses, or in spectacles, or in eyepieces in binoculars or other op-
tical instruments.

(f) The exemptions in subsection (c) do not authorize the manufacture
of any of the products described therein.

() A person is exempt from the requirements for a license specified
in section 30190 and sections 30191 through 30237, and from Group 3
of this subchapter, to the extent that,such person receives, possesses,
uses, or transfers detector heads, used in fire detection units, which con-
tain uranium, provided that each detector head contains not more than
0.005 microcurie of uranium. This exemption docs not authorizc the
manufacture of any detector head containing uranium.

NOTE: Authority cited: Seetions 114975, 115000 and 131200, Health and Safety
Code. Reference: Scctions 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safcty Code.
History
1. New scetion filed 12-30-2014; operative 4 1-2015 (Register 2015, No. 1). For
prior history, scc Register 86, No. 28.

§ 30182. Other Exemptions. [Repealed]

History
1. Repealer filed 11-25-85; cffective thirticth day thercafter (Register 85, No. 48).

Article 4. Licenses

§ 30190. Types of Licenses.

(a) Department licenses for radioactive material are of two types: gen-
eral and specific.

(b) General licenses provided in this regulation are effective without
the filing of an application with the Department or the issuance of licens-
ing documents to particular persons, except that any person to whom a
general license is issued pursuant to sections 30192.1 and 30192.6 shall
be subject to the registration requirements specified in section 30108.1.

(c) Specific licenses are issued to named persons upon approval of an
application filed pursuant to this regulation. A specific license issued by
the Department is required by any person to possess any radioactive ma-
terial in this state, except as otherwise provided in sections 30180,
30180.1,30180.2,30180.3,30180.4, 30180.5, 30180.6, 30180.7, 30181,
30191,30192.1,30192.2,30192.3,30192.4, 30192.5,30192.6,30192.7,
30225, or 30226.

Register 2015, No. 1; 1-2-2015
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(d) Every specific and general license is subject to all applicable provi-
sions of this regulation and, except as otherwisc specified, to the provi-
sions of Group 3 of this subchapter (Standards for Protection Against Ra-
diation).

NOTE: Authority cited: Scetions 114970, 114975, 115000 and 131200, Health and

Safety Code. Reference: Scctions 114970, 115060, 115165, 115235, 131050,
131051 and 131052, Health and Safcty Code.
HISTORY

1. Repealer of Article 4 (Scetions 30190 through 30205) and new Article 4 (Sce-

tions 30190 through 30198 and 30205) filed 11-29-65; ctfective thirticth day

thercafter (Register 65, No. 23). For prior history, sce Register 62, No. 1.

2. Amendment of subsections (b) and (c) and new NOTE filed 6 8 2011; operative
7 8-2011 (Register 2011, No. 23).

3. Amendment subscction (c) filed 12--30-2014; operative 4--1-2015 (Register
2015, No. 1).

§ 30191. General Licenses—Source Material.

(a) A general license is hereby issued to commereial firms, educational
institutions, and medical institutions and government agencies,
authorizing the possession, use, and transfer of not more than 15 pounds
of source material at any one time, for research, development, education-
al, commercial or operational purposes. Persons authorized to posscss,
use, or transfer source material pursuant to this general license may not
receive more than a total of 150 pounds of source material in any onc cal-
endar year. With respect to such source material, any person shall be ex-
empt from the provisions of Group 3 of this subchapter, cxcept for scc-
tions 30254 and 30293(a), unless such person also possesses source
material under a specific license.

(b) A general license described in subscction (a) shall not authorize hu-
man use, or the usc in any device or article which is intended to be placed
on or in the human body, or the usc of any instrument or apparatus (in-
cluding component parts and accessories thereto) intended for human
usc.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety

Codc. Reference: Scctions 114965, 114970, 114985(g), 115000, 115060, 115165,

115235, 131050, 131051 and 131052, Health and Safcty Code.

HisToRY

1. New NOTE filed 8-22 84 (Rcgister 84, No. 34).

2. Amcndment filed 7-7 86; cffective thirticth day thercaficr (Register 86, No.
28).

3. Changc without regulatory cffcet inserting (a) to first paragraph filed 11 1 91
pursuant to scction 100, title 1, California Codc of Regulations (Register 92, No.
5).

4. Amendment of subscction (a) and NOTE filed 9-9-97; operative 10 9 97 (Reg-
ister 97, No. 37).

. Amendment of section and NOTE filed 6 8--2011; operative 7 8 2011 (Register
201%, No. 23).

W

§ 30192. General Licenses—Static Elimination or lon
Generation Devices. [Repealed]

NOTE: Authority c¢ited: Scctions 114975, 115000 and 131200, Health and Safcty

Codc. Reference: Scetions 114965, 114970, 114985(g), 115060, 115165, 115235,
131050, 131051 and 131052, Health and Safety Code.

HIsTORY

. Amcndment of subscction (¢) and new subscction (f) filed 11 16-67; cflective
thirticth day thercafter (Register 67, No. 46).

. Amendment of subscction (¢)(1) filed 5 13 66; effective thirticth day therealter
(Register 69, No. 20).

. Repealer of subscetions (a)(1)(B) and (a)(1)(C), renumbecring of (a)(1)}(D) to
(a)(1)(B), ncw subscction (a)(3) and amendment of subscction (b) filed
7-22-71; cffective thirticth day thereafter (Register 71, No. 30).

4. Repealer of subsections (a)(2)and(b)(2) filed 10-12- 72 cffective thirticth day
thercafter (Register 72, No. 42).

. Amendment of subscction (a)(3) filed 10--11-74; cffective thirticth day thercaf-
ter (Register 74, No. 41).

6. Repealer and new section filed 7-7-86; cffective thirticth day thercafter (Regis-

ter 86, No. 28).

7. Amendment of subscction (b) and NOTE filed 9-9 97; operative 10-9 97
(Register 97, No. 37).

. iditorial correetion restoring inadvertently deleted HisTORIES (Register 97, No.
45).

9. Amendment of section and NOTE filed 6 8-2011; operative 7 8--2011 (Register

2011, No. 23).
10. Repealer filed 12 30--2014; operative 4--1-2015 (Register 2015, No. 1).

o
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§ 30192.1. General Licenses—Gauging and Controlling.

(a) A general license is hereby issued to commercial and industrial
firms, research, educational and medical institutions, individuals in the
conduct of their business, and government agencies, to acquire, receive,
posscss, use or transfer, in accordance with this section, radioactive ma-
terial contained in devices designed and manufacturced for the purposc of
detecting, measuring, gauging or controlling thickness, density, level, in-
terface location, radiation, leakage, or qualitative or quantitative chemi-
cal composition, or for producing light or an ionized atmosphere.

(b) The general license issucd pursuant to subsection (a) applics only
to radioactive material contained in devices which have been manufac-
turcd or initially transferred and labeled in accordance with the provi-
sions of:

(1) A specific license, which authorizes distribution of the device, is-
sued by the Department pursuant to section 30196;

(2) An cquivalent specific license issued by an Agrecement State other
than this Statc; or

(3) A specific license issued by the United States Nuclear Regulatory
Commission (NRC) under section 32.51 of'title 10, Codc of Federal Reg-
ulations (10 CFR), Part 32.

(c) Devices described in subsection (a) shall have been received from
onc of the specific licensces described in subsection (b), or through a
transfer made pursuant to subsection (d)(12).

(d) Persons who acquire, receive, posscss, usc or transfer a device un-
der the gencral license issued pursuant to subsection (a) shall:

(1) Register and renew registration pursuant to section 30108.1 any
devices containing at least 10 millicuries (mCi) of cesium—137, 0.1 mCi
of strontium 90, 1 mCi of cobalt 60, 0.1 mCi of radium-226, or 1 mCi
of amcricium—-241 or any other transuranic (i.c., an clement with atomic
number greater than uranium (92)), based on the activity indicated on the
label. The licensee shall be subject to the reporting requirement in section
30108.1(c) for such deviccs;

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

(3) Ensure that the device is tested for leakage of radioactive material
and that the on off mechanism and indicator, if any, operatc as designed.
These tests shall be performed at intervals no longer than six months or
at such other intervals as are specificd in the device’s label. However:

(A) Devices containing only krypton need not be tested for lcakage;
and

(B) Devices containing only tritium, or not more than 100 microcurics
(uCi) of other beta and/or gamma emitting material or 10 uCi of alpha
emitting material, and devices held in storage in the original shipping
container prior to initial installation, nced not be tested for any purpose;

(4) Ensurc that the tests required by subscction (d)(3) and any testing,
installation, servicing, and removal from installation involving the radio-
active material, its shielding, or containment, are performed:

(A) In accordance with the instructions provided by the deviece’s la-
bels; or

(B) By a person holding a specific license issued by the Department
or an Agreement Statc other than this State, authorizing the licensee to
perform thosc activitics;

(5) Maintain records showing compliance with the requircments of
subsections (d)(3) and (d)(4), to include the results of tests, the dates of
performance of tests, and the names of the persons performing testing,
installing, servicing, and removing from the installation radioactive ma-
terial, its shiclding, or containment. The licensee shall retain records of
tests required by:

(A) Subscction (d)(3) for three years after the next required test for
leakage and test of the on—off mechanism and indicator is performed, or
until the scaled source is transferred or disposed of; and

(B) Subsection (d)(4) for three years from the date of the recorded
event or other test, or until the device is transferred or disposed of;,

Register 2015, No. 1; 1-2-2015
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(6) Immediately suspend operation of the device if there is a failure of,
or damage to, or any indication of a possible failure of or damage to, the
shielding of the radioactive material or the on—off mechanism or indica-
tor, or upon the detection of 0.005 uCi or more of removable radioactive
material. The device shall not be operated until it has been repaired by
the manufacturer or a person holding a specific license issued by the De-
partment, the NRC, or an Agreement State other than this State, authoriz-
ing the licensee to repair the device. The device, and any radioactive ma-
terial from the device, may only be disposed of in accordance with
subsection (d)(10);

(7) Within 30 calendar days of an event specified in subsection (d)(6),
submit a report to the Department containing:

(A) A brief description of the event and the remedial action taken; and

(B) If removable radioactive material greater than or equal to 0.005
uCi has been detected, or failure of or damage to a sealed source is likely
to result in contamination of the premises or the environs, a plan to ensure
that the premises and environs are acceptable for unrestricted use;

(8) Not abandon the device;

(9) Not export the device except in accordance with an export license
issued by the NRC pursuant to 10 CFR, Part 110. This provision shall not
be construed to incorporate by reference 10 CFR, Part 110;

(10) Transfer or dispose of the device only:

(A) By export as provided by subsection (d}(9);

(B) By transfer to a specific licensee authorized to receive such device
or another general licensee as authorized in subsection (d)}(12); or

(C) After obtaining written Department approval authorizing transfer
or disposal to any other specific licensee not specifically identified in
subsection (d)(10)(A) or (B), except that a holder of a specific license
may transfer a device for possession and use under its own specific li-
cense without prior approval, if the holder:

1. Verifies that the specific license authorizes the possession and use,
or pursuant to section 30194.2 applies for and obtains an amendment to
the license authorizing the possession and use;

2. Removes, alters, covers, or clearly and unambiguously augments
the existing label (otherwise required by subsection (d)(2)), so that the
device is labeled in compliance with section 20.1904 of 10 CFR, Part 20,
incorporated by reference in section 30253; however, the manufacturer,
model number, and serial number shall be retained,

3. Obtains the manufacturer’s or initial transferor’s information con-
cerning maintenance that would be applicable under the specific license
(such as leak testing procedures); and

4. Reports the transfer under subsection (d)(11);

(11) Within 30 calendar days after transfer of a device pursuant to sub-
section (d)(10), submit a report to the Department containing the:

(A) Identification of the device by manufacturer’s (or initial transfer-
or’s) name, model number, and serial number;

(B) Name, address, and license number of the person receiving the de-
vice (license number not applicable if exported); and

(C) Date of the transfer;

(12) Transfer the device to another general licensee only if:

(A) The device remains in use at a particular location. In this case, the
transferor shall give the transferee a copy of this section, sections
30108.1, 30254, 30257 and 30293(a) of this subchapter, sections
20.2201 and 20.2202 of 10 CFR, Part 20, incorporated by reference in
section 30253, and any safety documents identified in the label of the de-
vice. Within 30 calendar days of the transfer, the transferor shall submit
a report to the Department containing:

1. The manufacturer’s (or initial transferor’s) name;

2. The model number and the serial number of the device transferred;

3. The transferee’s name and mailing address for the location of use;
and

4. The name, title, and phone number of the responsible individual
identified by the transferee pursuant to subsection (d)(15); or

(B) The device s held in storage by an intermediate person in the origi-
nal shipping container at its intended location of use, prior to initial use
by a general licensee;
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(13) Comply with sections 20.2201 and 20.2202 of 10 CFR, Part 20,
incorporated by reference in section 30253, for reporting radiation inci-
dents, theft or loss of licensed material, but shall be exempt from other
requirements in Group 3 of this subchapter, except for sections 30257
and 30293(a);

(14) Upon Department request, provide information relating to the
general license within 30 calendar days of the date of the request, or other
time specified in the request. If the general licensee is unable to provide
the requested information within the allotted time, a request for extend-
ing that time shall be submitted prior to the end of the allotted time, and
the request for an extension of time shall include a written justification
as to why the allotted time should be extended;

(15) Appoint an individual responsible for having knowledge of re-
quired actions and authority for taking required actions, so as to comply
with this section and all sections cited or referenced within this section.
Appointment of the responsible individual does not relieve the general
licensee of any of its own responsibility for complying with the Act and
this subchapter; and

(16) Not hold devices that are not in use for longer than two years. If
devices with shutters are not being used, the shutter shall be locked in the
closed position. The testing required by subsection (d)(3) need not be
performed during the period of storagc. However, when devices are put
back into service or transferred to another person, and have not been
tested within the required test interval, they shall be tested for leakage be-
fore use or transfer, and the shutter tested before use. Devices kept in
standby for future use are excluded from the two—year time limit if the
general licensee performs quarterly physical inventories of these devices
while they are in standby.

(e) The general license issued pursuant to this section does not autho-
rize the manufacture or import of devices containing radioactive materi-
al.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safety
Code. Referenee: Scetions 114965, 114970, 114985(g), 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Hcalth and Safety Codc.

HisTORY

. New scetion filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
28).

. Change without rcgulatory cffcet of subscction (b)(5) (Register 88, No. 6).

. Amendment of subsection (¢) and NOTE filed 9-9-97; opcrative 10-9-97 (Reg-
ister 97, No. 37).

4. Repealer and new scction and amendment of NOTE filed 6-8-2011; operative

7-8-2011 (Register 2011, No. 23).

5. Amendment subscetion (b)(1) filed 12-30-2014; operative 4-1-2015 (Register
2015, No. ).

[VERN ]

§30192.2. General Licenses—Aircraft Safety Devices.

(a) A general license is hereby issued to any person to possess, own,
receive, acquire and use tritium or promethium—147 contained within lu-
minous safety devices designed for use in aircraft, provided that each
such device contains not morc than 10 curies of tritium or 300 millicuries
of promethium—147 and provided further that each such device has been
manufactured, assembled, initially transferred or imported in accordance
with a specific license authorizing distribution to general licensees.

(b) The general license issued pursuant to subsection (a) does not au-
thorize:

(1) The manufacture, assembly, disassembly, repair, import or dispos-
al of such devices;

(2) The export of luminous safety devices containing tritium or prome-
thium-147;

(3) The use of such devices other than in aircraft; and

(4) The possession, ownership, receipt, acquisition, or use of prome-
thium—147 contained in instrument dials.

(c) Persons who possess a device under the general license issued pur-
suant to subsection (a) shall, with respect thereto, be exempt from the re-
quirements of Group 3 of this subchapter except for sections 30254 and
30293(a) of this subchapter and sections 20.2201 and 20.2202 of title 10,
Code of Federal Regulations, Part 20, incorporated by reference in sec-
tion 30253.
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NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Code. Reference: Scetions 114965, 114970, 114985(g), 115000, 115060, 115165,
115235, 131050, 131051 and 131052, Health and Safety Code.

HISTORY

1. New scction filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
28)

2. Amcndment of subscction (¢) and NOTE filed 9-9- 97; operative  10-9-97
(Register 97, No. 37).

3. Amendment of section and NOTE filed 6-8-2011; operative 7-8 2011 (Register
2011, No. 23).

§ 30192.3. General Licenses—Calibration or Reference
Sources.

(a) A general license is hereby issued to persons who hold either a spe-
cific license issued by the Department for any radioactive material, or a
specific license issued by the United States Nuclear Regulatory Commis-
sion for any radioactive material, to possess americium—24 1, plutonium,
or radium 226 in the form of calibration or refcrence sourccs. Calibra-
tion or reference sources shall be manufactured in accordance with the
specifications contained in an appropriate specific license, which autho-
rizes distribution under a general license. Each source possessed pur-
suant to the gencral license or its storage containcr shall bear a label,
which includes the information required in the following statement:

“The receipt, possession, use and transfer of this sourcc, Model |
Serial No. | are subject to a general license or its cquivalent, and are
further subject to the regulations of the Unitcd States Nuclcar Regulatory
Commission or a state with which the United States Nuclear Regulatory
Commission has entercd into an agreement for the exercisc of regulatory
authority. Removal of this label is prohibited.

CAUTION-- RADIOACTIVE MATERIAL THIS SOURCE
CONTAINS (AMERICIUM-241, PLUTONIUM, OR RADIUM--226,
whichever is appropriate). DO NOT TOUCH RADIOACTIVE POR-
TION OF THIS SOURCE.

”

(Name of Manufacturer or Importer)

(b) Pcrsons who possess a source under the gencral license issucd pur-
suant to subsection (a) shall:

(1) Not have, at any one time, at any one location of storage or use,
more than 5 microcuries of americium- 241, 5 microcuries of plutonium,
or 5 microeuries of radium—226 contained in such sources.

(2) Not transfer, abandon or dispose of such sources, except by transfer
to a person authorized by a license to reccive the source.

(3) With respect to each such source when not in usc, store the source
in a closcd container adequately designed and constructed to contain any
of the radioactive material in the cvent the source is ruptured or leaks.

(4) Not use such source for any purpose other than calibration of radi-
ation detectors or standardization of other sources.

(c) Persons who possess a source under the general license issucd pur-
suant to subsection (a) shall, with respect thereto, be exempt from the re-
quircment of Group 3 of this subchapter, cxcept for sections 30253,
30254, 30255, 30275(a) and (b), 30293, and 30295,

(d) The general licensc issued pursuant to subsection (a) does not au-
thorize the manufacture, import, or export of calibration or rcference
sources containing americium 241, plutonium, or radium-226 or the
introduction of americium 241, plutonium, or radium 226 into any
product or material.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty

Codc. Reference: Scctions {14965, 114970, 114985(g), 115000, 115060, 115165,

115230, 115235, 131050, 131051 and 131052, Hcalth and Safety Codc.
HisTorRY

. New scetion filed 7-7 -86; effective thirticth day thereafter (Register 86, No.
28).

2. Amendment of subscction (¢) and NOTE filed 9 9 -97; operative 10-9 97
(Register 97, No. 37).

(]

. Amendment of section and NOTE filed 6 -8-2011; operative 7-8—-2011 (Register
2011, No. 23).
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§ 30192.4. General Licenses—Ice Detection Devices.

(a) A gencral license is hereby issued to any person to possess, own,
receive, acquire, use, or transfer strontium -90 contained in ice detection
devices, provided that each device contains not more than 50 microcurics
of strontium—90, and provided further that each device has been man-
ufactured or imported in accordance with a specific license which autho-
rizes distribution under a general license.

(b) Persons who possess, own, reccive, acquire, use or transfer a de-
vice under the general license issued pursuant to subsection (a) shall:

(1) Assure that all labels affixed to the device at the time of receipt, and
which bcar a statement that prohibits removal of the labels, arc main-
tained thercon; and

(2) Immediately upon occurrence of damage, discontinue use of the
device until it has been inspected, tested for leakage, and repaired by a
person holding a specific license authorizing such testing or repair; or
dispose of the device pursuant to section 20.2001 of'title 10, Codc of Fed-
eral Regulations, Part 20 (10 CFR 20), incorporated by reference in sec-
tion 30253.

(c) Persons who possess, own, receive, acquirc, use, or transfer a de-
vice under the gencral license issued pursuant to subsection (a) shall,
with respect thercto, be exempt from the requirements of Group 3 of this
subchapter, except for sections 30254 and 30293(a) of this subchapter
and sections 20.2001, 20.2201 and 20.2202 of 10 CFR 20, incorporated
by reference in scction 30253,

(d) This general license does not authorize the manufacturc, assembly,
disassembly, repair, or import of icc detection devices containing stron-
tium 90.

NOTE: Authority cited: Scetions 114975, 115000 and 131200, Health and Safoty
Code. Reference: Scettons 114965, 114970, 114985(g), 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Hcalth and Safcty Code.
HisTorY
1. New scction filed 7-7-86; effective thirticth day thereafier (Register 86, No.
28).
2. Amendment of subsection (¢) and NOTE filed 9-9-97; opcrative 10 9 97
(Register 97, No. 37).

3. Amendment of'scction and NOTE filed 6-8-2011; operative 7-8-2011 (Register
2011, No. 23).

§ 30192.5. General Licenses—In Vitro Testing.

(a) A general license is hereby issued to any physician, veterinarian,
clinical laboratory or hospital to possess and use radioactive material in
prepackaged units for in vitro clinical testing, not cxeeeding the follow-
ing:

Radionuclide Maximum

uCi total

Maximum
uCi* per unit

Trittum . ... 50 2,000
Carbon 14 ... ... ... ... ... ... ... 10 2,000
Iron=59 ... ... ... .. ... ... ... 20 200
Scleniwm-75 ... ... L 10 200
Cobalt=57 ... ... ... .......... 10 200
lodine-125 or lodine—131 .......... 10 200
Mock lodine—125
Reference Source

lodinc 129 .. ... ... ....... .. 0.05

Amcricium-241 ....... .. ... .. .. 0.005

* microcuric (uCi)

(b) The general licensee shall not possess or usc radioactive matcrial
under the general license issued pursuant to subsection (a):

(1) Except as prepackaged units which are labeled in accordance with
the provisions of a specific license issucd by the United States Nuclear
Regulatory Commission or a state with which the United States Nuclcar
Regulatory Commission has entered into an agreement for the exercisc
of regulatory authority; and

(2) Unless the prepackaged unit bears a label or is accompanied by a
package insert containing the following or a substantially similar state-
ment:

“This radioactive material may be received and used only by physi-
cians, veterinarians, clinical laboratories or hospitals, and only for in vi-
tro clinical or laboratory tests not involving internal or external adminis-
tration of the material or the radiation thercfrom to human beings or
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animals. The receipt, possession, use and transfer of this material is sub-
ject to the regulations and general license of the United States Nuclear
Regulatory Commission or a state with which the Commission has en-
tered into an agreement for the exercise of regulatory authority.”

(c) Persons who possess radioactive material under the general license
issued pursuant to subsection (a), shall, with respect thereto, be exempt
from the requirements of Group 3 of this subchapter, except that persons
using Mock Iodine—125 shall comply with sections 20.2001, 20.2201
and 20.2202 of title 10, Code of Federal Regulations, Part 20, incorpo-
rated by reference in section 30253.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Code. Reference: Scetions 114965, 114970, 114985(g), 115000, 115060, 115165,
115230, 115235, 131050, 131051 and 131052, Health and Safcty Code.

HisToRY
1. New scetion filed 7-7-86; cffective thirticth day thereafter (Register 86, No.
28).

2. Amendment of subscction (¢) and NOTE filed 9-9-97; opcrative 10-9-97
(Register 97, No. 37).

3. Amendment of seetion and NOTE filed 6-8-2011; operative 7--8-2011 (Register
2011, No. 23).

4. Editorial correction amending column heading in subscction (a) (Register 2011,
No. 24).

§ 30192.6. General Licenses—Depleted Uranium.

(a) A general license is hereby issued to any person to receive, acquire,
transfer, possess or use depleted uranium contained in industrial products
or devices, for the purpose of providing a concentrated mass of the prod-
uct or device, when such products or devices are manufactured pursuant
to a specific license authorizing distribution to general licensees.

(b) Persons who receive, acquire, use, transfer or possess depleted ura-
nium under the general license issued pursuant to subsection (a) shall:

(1) Register in accordance with section 30108.1;

(2) Not introduce such depleted uranium into any chemical, physical
or metallurgical treatment or process, other than a treatment or process
for repair or restoration of any plating or other covering of the depleted
uranium;

(3) Develop, implement and maintain procedures designed to estab-
lish physical control over such depleted uranium in order to prevent its
unauthorized use or transfer in any form, including metal scrap;

(4) Appoint an individual responsible for having knowledge of re-
quired actions and authority for taking required actions, so as to comply
with this section and all sections cited or referenced within this section.
Appointment of the responsible individual does not relieve the general
licensee of any of its own responsibility for complying with the Act and
this subchapter;

(5) Not abandon such depleted uranium,;

(6) Transfer or dispose of such depleted uranium only by transfer in
accordance with sections 30210 and 30210.1.

(7) Within 30 calendar days of any transfer, report in writing to the De-
partment the transferee’s name and address.

(c) Persons who possess, receive, acquire, transfer or use depleted ura-
nium under the general license issued pursuant to subsection (a) shall,
with respect thereto, be exempt from the requirements of Group 3 of this
subchapter.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Code. Reference: Scctions 114965, 114970, 114985(g), 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safcty Code.

History
1. New scction filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
2

2. Amendment of subscction (¢) and NOTE filed 9-9 97; operative 10-9-97
(Register 97, No. 37).

3. Amendment of section and NOTE filed 6-8-2011; operative 7-8-2011 (Register
2011, No. 23).
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§ 30192.7. General Licenses — ltems and Self~Luminous
Products Containing Radium—-226.

(a) A general license is hereby issued to any person to acquire, receive,
possess, use, or transfer, in accordance with subsections (b), (¢), and (d),
radium-226 contained in the following products manufactured prior to
November 30, 2007:

(1) Antiquities originally intended for use by the general public. For
the purposes of this paragraph, antiquities mean products originally in-
tended for use by the general public and distributed in the late 19th and
early 20th centuries, such as radium emanator jars, revigators, radium
water jars, radon generators, refrigerator cards, radium bath salts, and
healing pads;

(2) Intact timepieces containing greater than one microcurie, nonintact
timepieces, and timepiece hands and dials no longer installed in time-
pieces;

(3) Luminous items installed in air, marine, or land vehicles;

(4) All other luminous products, provided that no more than 100 items
are used or stored at the same location at any one time; and

(5) Small radium sources containing not more than one microcurie of
radium-226. For purposes of this paragraph, “small radium sources”
means discrete survey instrument check sources, sources contained in
radiation measuring instruments, sources used in educational demonstra-
tions (such as cloud chambers and spinthariscopes), electron tubes, light-
ning rods, ionization sources, static eliminators, or other sources as des-
ignated by the U.S. Nuclear Regulatory Commission (NRC).

(b) Persons who acquire, receive, possess, use, or transfer radioactive
material under the general license issued pursuant to this section are ex-
empt from the provisions of Group 3 of this subchapter, to the extent that
the receipt, possession, use, or transfer of radioactive material is within
the terms of the general license; provided, however, that this exemption
shall not be deemed to apply to any such person specifically licensed un-
der this subchapter.

(c) Any person who acquires, receives, possesses, uses, or transfers ra-
dioactive material in accordance with the general license issued pursuant
to subsection (a) shall:

(1) Notify the Department should there be any indication of possible
damage to the product so that it appears it could result in a loss of the ra-
dioactive material. A report containing a brief description of the event,
and the remedial action taken, shall be submitted within 30 days of the
event;

(2) Not abandon products containing radium-226. The product, and
any radioactive material from the product, may only be disposed of by
transfer to a person authorized pursuant to a specific license to receive
the radium—226 in the product, or as otherwise approved by the Depart-
ment;

(3) Not export products containing radium—226 except in accordance
with an export license issued by NRC pursuant to 10 CFR Part 110. This
provision shall not be construed to incorporate by reference 10 CFR Part
110;

(4) Dispose of products containing radium—226 by transfer to a person
authorized to receive radium 226 pursuant to a specific license issued by
the Department or NRC, or equivalent regulations of an Agreement
State, or as otherwisc approved by the Department; and

(5) Upon Department request, provide information relating to the gen-
eral license within 30 calendar days of the date of the request, or such oth-
er time specified in the request. If the general licensee is unable to provide
the requested information within the allotted time, a request for extend-
ing that time shall be submitted prior to the end of the allotted time, and
the request for an extension of time shall include a written justification
as to why the allotted time should be extended.

(d) The general license issued pursuant to this section does not autho-
rize the manufacture, assembly, disassembly, repair, or import of prod-
ucts containing radium--226, except that timepieces may be disas-
sembled and repaired.
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NOTE: Authority citcd: Scctions 114975, 115000 and 131200, Health and Safety
Codc. Reference: Scctions 114965, 114970, 114985(g), 115000, 115060, 115165,
115230, 115235, 131050, 131051 and 131052, Health and Safety Code.

HisTORY
1. Ncw scction filed 12-30 2014; operative 4-1- 2015 (Register 2015, No. 1).

§ 30193. Application for Specific Licenses and
Amendments. [Repealed]

NOTE: Authority cited: Scetions 102, 208 and 25811, Health and Safety Code.
Reference: Scetions 25801, 25802, 25805, 25815, 25855, 25875 and 25876,
Hecalth and Safcty Code.

HiSTORY
1. Repealer filed 7-8-87; operative 8-7 87 (Register 87, No. 29).

§ 30194. Approval of Applications and Specific Terms and
Conditions for Specific Licenses.

(a) An application for a new spccific license or for renewal or amend-
ment of an cxisting license will be approved if the Department deter-
mincs that:

(1) the applicant or his specified personncl are qualificd by reason of
training and expericnce to usc radioactive material of the kinds and quan-
tities and for the purposes requested, in such a manner as to provide rea-
sonable and adequate assurance of protection to health, lifc, and proper-
ty;

(2) the applicant’s equipment, facilities, proposed uses and procedures
are such as to provide reasonable and adequate assurance of protection
to health, life, and property;

(3) the issuance of the license will not jeopardize the health and safety
of the public;

(4) the applicant satisfies all applicablc requirements of the Act and
regulations thercunder.

(b) Prior to issuing, amending or rencwing a liccnse pursuant to the
provisions of this subchapter, the Department may inspect at any reason-
able time the place of business, or premiscs and facilities of any applicant
in order to verify information contained in the application or to obtain ad-
ditional information for the purposc of completing thc application.

(c) No licensc or any right under a license shall be assigned or other-
wisc transferred unless approved in advance by the Department. The re-
quest for transfer of a license shall include the identity and technical and
financial qualifications of the proposed transferee, and the financial as-
surance for decommissioning information required by section 30195.1.

(d) Each licenscc shall restrict possession of licensed material to the
locations and conditions of the use authorized in the license.

(¢) Each specific license shall expire on the expiration date specified
as a condition of the license. However, the license shall continue to be
valid if a timely application for renewal is filed. An application for re-
newal shall be timely if filed at least 30 days prior to the expiration date.
The cxisting license shall not expire until the department has taken final
action on the timely filed application for renewal.

(f) Applications and documents submitted shall be made available for
public inspection except where the applicant identifies portions of the
application as “trade sccret” and the Department finds that the informa-
tion is “tradc secret” pursuant to provisions of thc Public Records Act and
Evidence Code Section 1060.

(g) As provided by Section 30195.1, certain applications for specific
licenses filed under Group 2 shall contain a proposed decommissioning
funding plan or a certification of financial assurancc for decommission-
ing.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safety

Codc. Reference: Scctions 114965, 114970, 115060, 115165, 115230, 115235,
131050, 131051 and 131052, Health and Safcty Code.
HISTORY

I. Amendment filed 7-8-87; operative 8—7-87 (Register 87, No. 29).

2. New subscction (g) fited 10 -16-95 as an emergency; operative 10-16 95 (Reg-
ister 95, No. 42). A Certificate of Compliance must be transmitted to OAL by
2-13 96 or cmergency language will be repealed by operation of law on the fol-
lowing day.

3. Certificatc of Compliance as to 10 -16-95 order, inciuding amendment of
NOTE, transmitted to OAL 2-9-96 and filed 3-25 96 (Register 96, No. 13).

Page 187

4. Amcendment scction heading, subsections (¢) and (g) and NOTE filed
12-30-2014; opcrative 4- 1 2015 (Register 2015, No. 1).

§ 30194.1. Criteria for Authorizing Multiple Locations of
Use.

Criteria for authorizing more than onc location of usc on a specific li-
cense shall be as follows:

(a) All locations shall be undcr the same business cntity.

(b) The radiation protection program required by section 20.1101 of
Title 10, Codc of Federal Regulations, Part 20 as incorporated by refer-
ence in scction 30253 shall demonstrate that usc of radioactive matcrials
at cach location shall be in accordance with this regulation.

(c) A singlc location where licensing and compliance records will be
maintained for Department rcview shall be designated.

(d) The naturc of radioactive materials use and the operations shall be
the same at all locations.

NOTE: Authority cited: Scetions 100275 and 115000, Health and Safcty Code.

Reference: Scctions 114965, 114970, 115060 and 115165, Health and Safety

Code.

HisTory

1. New scction filed 6-22-2005 as an cmergency; operative 6 22- 2005 (Register
2005, No. 25). A Certificate of Compliance must be transmitted to OAL by
10-20 2005 or cmergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 6 22-2005 order transmitted to OAL
9 20-2005 and filed 10--18-2005 (Register 2005, No. 42).

§30194.2. Amendment Requests.

To amend an existing license, a licensce shall submit a written request
to the Department containing:

(a) The licensee’s name and license number as shown on the specific
licensc.

(b) The nature and scope of the request.

(c) The reasons for the request and supporting justifications including
any documents rclied upon.

(d) If the request proposes to increase the maximum possession limit
specified on the license, the request shall include the fee specified in sec-
tion 30231(c).

NOTE: Authority cited: Scetions 100275 and 115000, Health and Safety Code.

Reference: Scetions 114965, 114970, 115060 and 115165, Health and Safety

Code.

HisTorY

1. New section filed 6-22-2005 as an cmergency; operative 6-22--2005 (Register
2005, No. 25). A Certificate of Compliance must be transmitted to OAL by
10 20-2005 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 6.-22 2005 order transmitted to OAL
9-20-2005 and filed 10- 18--2005 (Register 2005, No. 42).

§ 30195. Special Requirements for Issuance of Specific
Licenses.

In addition to the requirements sct forth in Section 30194, specific li-
censcs for certain specialized uses will be issued only if the following
conditions arc met:

(a) For human use of radioactive matcrial limited to medical purposcs,
the applicant submits documentation demonstrating that they are capable
of complying with the regulations governing the medical usc of radioac-
tive material in title 10, Code of Federal Regulations, Part 35 (10 CFR
35) (January 1. 2013), which is hereby incorporated by reference with the
exceptions listed at subscctions (a)(1) through (a)(15) below, and upon
issuance of a licensc maintains compliance with said regulations:

(1) Title 10, Code of Federal Regulations, sections 35.1, 35.5, 35.7,
35.8, 35.10, 35.11(c), 35.12, 35.13, 35.14, 35.15, 35.18, 35.19, 35.26,
35.65, 35.4001, and 35.4002 arc not incorporated by refercnce.

(2) Any references to the United States Nuclear Regulatory Commis-
sion (NRC) or any componcnt thereof shall be deemed to be a reference
to the “Department” as defined in section 30100 of this rcgulation.

(3) Any reference to 10 CFR 35, section 35.5 shall be deemed to be a
reference to section 30293 of this regulation.

(4) Any refercnce to “Person™ in 10 CFR 35 shall be deemed to be a
reference to the term “Person” as defined in section 114985(¢c) of the
Health and Safety Code.
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(5) Any reference to “Licensee” in 10 CFR 35 shall be deemed to be
areference to the term “User” as defined in section 30100 of this regula-
tion.

(6) Any refercnce to “Byproduct material” in 10 CFR 35 is replaced
by the term “Radioactive Material” as defined in section 30100 of this
regulation.

(7) The definition of the term “Agreement State” in 10 CFR 35, section
35.2 is replaced by the definition of the term “Agreement State” as de-
fined in section 30100 of this regulation.

(8) The definition of the term “Sealed source” in 10 CFR 35, section
35.2 is replaced by the definition of the term “Scaled source™ as defined
in section 30100 of this regulation.

(9) The definition of the term “Dentist” in 10 CFR 35, section 35.2 is
modified to mean an individual possessing a current and valid license to
practice as a dentist pursuant to the California Dental Practice Act speci-
fied in Business and Professions Code Section 1600 et seq.

(10) The definition of the tcrm “Pharmacist” in 10 CFR 35, section
35.2 is modified to mean an individual possessing a current and valid li-
cense to practice as a pharmacist pursuant to the California Pharmacy
Law specified in Business and Professions Code Section 4000 et seq.

(11) The definition of the term “Podiatrist” in 10 CFR 35, section 35.2
is modified to mean an individual possessing a current and valid license
to practice as a podiatrist pursuant to California Business and Professions
Code sections 2460 et seq.

(12) The definition of the term “Physician” in 10 CFR 35, section 35.2
is modified to mean an individual possessing a current and valid license
to practice as a physician and surgeon or as an osteopathic physician and
surgeon pursuant to the California Medical Practicc Act specified in
Business and Professions Code Section 2000 et seq.

(13) The reference to section 19.12 found in 10 CFR 35, section
35.27(b)(1) shall be deemed to be a reference to section 30255 of this reg-
ulation.

(14) The date January 1, 2011 is substituted for the date October 24,
2002 found in 10 CFR 35, section 35.57(a)(1) and (b)(1). Subdivisions
(2)(2) and (b)(2) of 10 CFR 35, section 35.57 arc replaced by the follow-
ing:

(A) “An individual identified as a Radiation Safety Officer, an autho-
rized medical physicist, or an authorized nuclear pharmacist, and physi-
cians, dentists, or podiatrists identified as authorized users for the medi-
cal use of radioactive material on a license or an NRC or Agreement State
licensc or a permit issued by a Department, NRC or Agreement State
broad scope licensee or NRC master material license permit or by an
NRC master material license permittee of broad scope before January 1,
2011 who perform only those medical uses for which they were autho-
rized, need not comply with the training requirements of 10 CFR 35, sec-
tions 35.50, 35.51, or 35.55, and subparts D through H of 10 CFR 35, re-
spectively.”

(15) Nothing in this incorporation by reference shall be construed to
authorize the Department to approve of specialty boards or medical spe-
cialty boards for meeting training requirements specified in 10 CFR 35.

(b) For use of multiple quantities of types of radioactive material for
research and development or for processing for distribution:

(1) The applicant has a radiation safety committee of at least three
members which must evaluate all proposals for, and maintain surveil-
lance over, all uses of radioactive material. Committee members shall be
knowledgeable and experienced in pertinent kinds of radioactive materi-
al use and in radiation safety.

(2) The applicant has a radiation safety officer, who is a member of the
radiation safety committee, and who is supported by a staff of a size and
degree of competence appropriate to deal with radiation safety problems
that might be encountered.

(3) The applicant furnishes a detailed statement of the qualifications,
duties, authority, and rcsponsibilities of the radiation safety committee
and of the staff radiation safety group.

(c) Except as provided in paragraphs (1), (2), and (3), for use of radio-
active material in the form of a sealed source or in a device that contains
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the sealed source, the application either identifies the source or device by
the manufacturer and model number by which the source or device was
registered with either the Department, pursuant to section 32.210 of title
10, Code of Federal Regulations, Part 32 (10 CFR 32.210), incorporated
by reference in section 30196, the U.S. Nuclear Regulatory Commission
(NRC), or an Agreement State other than this state; or provides the in-
formation identified in 10 CFR 32.210(c), incorporated by reference in
section 30196:

(1) For sources or devices manufactured before October 23, 2012 that
are not registered with the Department under 10 CFR 32.210, incorpo-
rated by refercnce in section 30196, or with an Agreement State, and for
which the applicant is unable to provide all categories of information spe-
cified in 10 CFR 32.210(c), the applicant provides:

(A) All available information identified in 10 CFR 32.210(c), incorpo-
rated by reference in section 30196, regarding the source, and, if applica-
ble, the device; and

(B) Sufficient additional information to demonstrate that there is rea-
sonable assurance that the radiation safety properties of the sourcc or de-
vice are adequate to protect health and minimize danger to life and prop-
erty. Such information shall include a description of the source or device,
a description of radiation safety features, the intended use and associated
operating experience of the applicant, and the results of a recent leak test;

(2) For sealed sources and devices allowed to be distributed without
registration of safety information in accordance with 10 CFR
32.210(g)(1), incorporated by reference in section 30196, the applicant
may supply only the manufacturer, model number, and radionuclide and
quantity; and

(3) Ifitis not feasible to identify each sealed source and device individ-
ually, the applicant may propose constraints on the number and type of
sealed sources and devices to be used and the conditions under which
they will be used, in lieu of identifying each sealed source and device.

(d) An application from a medical facility or educational institution to
produce Positron Emission Tomography (PET) radioactive drugs for
noncommercial transfer to licensees in its consortium, as defined in sec-
tion 30195.4(b), that are authorized for medical use pursuant to subsec-
tion (a), includes:

(1) A request for authorization for the production of PET radionu-
clides, or evidence of an existing license issued by the Department, the
NRC under 10 CFR 30, or an Agreement State other than this State for
a PET radionuclide production facility within its consortium from which
it receives PET radionuclides;

(2) Evidence that the applicant is qualified to produce radioactive
drugs for medical use by meeting one of the criteria in 10 CFR
32.72(a)(2), incorporated by reference in section 30196;

(3) Information identified in 10 CFR 32.72(a)(3), incorporated by ref-
erence in section 30196 regarding the PET drugs to be noncommercially
transferred to members of its consortium; and

(4) If the applicant is a pharmacy, in addition to satisfying the require-
ments in paragraphs (1), (2), and (3), the applicant shall also provide
identification of all individuals authorized to prepare the PET radioactive
drugs and documentation that each individual meets the requirements of
an authorized nuclear pharmacist as specified in 10 CFR 32.72(b)(2), in-
corporated by reference in section 30196.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Code. Reference: Sections 114965, 114970, 115060, 115165, 115235, 131050,
131051 and 131052, Health and Safety Code.

HisTory

1. Repealer and new subscction (¢) filed 10-12-72; effective thirticth day thereaf-
ter (Register 72, No. 42).

2. Repealerof subsection (¢) filed 7-7-86; cffective thirticth day thereafter (Regis-
ter 86, No. 28).

3. Change without rcgulatory cffect amending subscction (d) filed 11-1-91 pur-
suant to scction 100, title 1, California Code of Regulations (Register 92, No.
5).

4. Repealer of subscctions (a)-(b)(2), new subsections (a)<{a)(15), subscetion re-
lettering and amendment of NOTE filed 10-13-2010; operative 1-1-2011 (Reg-
ister 2010, No. 42).

5. Editorial correction of subscction (a)(14) (Register 2010, No. 45).
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6. Amcndment subscctions (a), (a)(14) and (a)(14)(A), repealer of subscctions
(¢)-(¢)(2) and ncw subscctions (¢)—(d)(4) filed 12-30-2014; opcrative
4-1-2015 (Register 2015, No. 1).

§ 30195.1. Special Requirements for Issuance of Specific
Licenses—Financial Surety for
Decommissioning.

(a) The regulations governing financial assurance for decommission-
ing in Title 10, Code of Federal Regulations (10 CFR), section 30.35
(January 1, 2007) and Appendices A through E of 10 CFR Part 30 rcfer-
enced in scetion 30.35, arc hereby incorporated by reference with the fol-
lowing cxceptions:

(1) Subscction 30.35(g) is not incorporatcd by reference.

(2) The phrase “byproduct material” shall include all “radioactive ma-
terial” as defined in Title 17, California Code of Regulations, section
30100, except source material which shall be governed by subsection (b).

(3) The date “January 1, 1996 is substituted for the date “July 27,
1990.”

(4) Any reference to the United States Nuclear Regulatory Commis-
sion (NRC) or any component thercof shall be deemed to be a reference
to the Department.

(5) Any reference to 10 CFR section 30.37 shall be deemed to be a ref-
erence to Section 30194,

(6) The datc “January 1, 1998 is substituted for the date “November
24, 1995.”

(7) The date “January 1, 2010” is substituted for the date “December
2,2004.”

(8) The date “July 1, 2010” is substituted for the date “June 2, 2005.”

(9) The date “January 1, 2011” is substituted for the date “December
2,2005.”

(10) The reference to 10 CFR section 20.303 found in the Notc of Ap-
pendix B of 10 CFR Part 30 shall be deemed a reference to 10 CFR sec-
tion 20.2003.

(11) Provisions relating only to power reactor licensees found in the
following appendices are not incorporated:

(A) Appendix A, TLA.1.(i1);

(B) Appendix A, ILA.1.(iv);

(C) Appendix A, TI.A.2.(ii);

(D) Appendix A, IL.A.2.(iv);

(E) Appendix C, TI.A(1); and

(F) Appendix C, TL.A(2).

(b) The regulations governing financial assurance for decommission-
ing in 10 CFR section 40.36 (January 1, 2007) are hereby incorporated
by reference with the following exceptions:

(1) Subsection 40.36(f) is not incorporated by rcference.

(2) The date “January 1, 1996” is substituted for the date “July 27,
1990.”

(3) Any reference to the NRC or any component thereof shall be
deemed to be a reference to the Department.

(4) Any reference to 10 CFR section 40.43 shall be deemed to be a ref-
erence to Scction 30194.

(5) The date “January 1, 1998 is substituted for the date “November
24,1995

(6) The date “January 1, 2009 is substituted for the date “December
2,2004.”

(7) The date “July 1, 2009 is substituted for the date “Junc 2, 2005.”

(8) Appendix A referenced in scetion 40.36 is not incorporated by ref-
erence.

(¢) The following persons shall be exempt from the requirements of
this section:

(1) Persons authorized to possess no more than 1,000 times the quanti-
ty specified for cach licensed material specificd in Appendix B to Part 30
of Title 10, Code of Federal Regulations;

(2) Persons authorized to possess hydrogen-3 contained in hydrogen
gas 1n a scaled source;
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(3) Persons authorized to possess radioactive noble gases in scaled
sources with no radioactive daughter product with half- life greater than
30 days; or

(4) Persons authorized to possess no more than 10 mCi of source mate-
rial in any form and source material in any quantity in a non-dispersible
form.

NOTE: Authority cited: Scetions 115000, 115091, 131055 and 131200, Health and

Safety Code. Reference: Scctions 114965, 114970, 115060, 115091, 115092 and

115235, Health and Safcty Code.

History

1. New scction filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
28).

2. Amendment of subsection (¢) filed 7-12-89; opcrative 8--11--89 (Register 89,
No. 28).

3. Renumbering of former scetion 30195.1 tonew section 30195.3 and new scction
filed 10--16-95 as an emergency; operative 10-16-95 (Register 95, No. 42). A
Certificatc of Compliance must be transmitted to OAL by 2—13-96 or emergen-
cy language will be repealed by operation of law on the following day.

4. Certificatc of Compliance as to 10- 1695 order, including amendment of sub-
scetion (¢)(1) and NOTE, transmitted to OAL 2-9-96 and filed 3- 25 96 (Regis-
ter 96, No. 13).

5. Amendment of subscctions (a) and (b), new subscetions (a)(5), (2)(6), (b)(4) and
(b)(5).andamendment of NOTE filed 9--9-97; operative 10 9 97 (Register 97,
No. 37).

. Amendment of subscctions (a), (a)(2), (a)(4)—(5), (b) and (b)(3)-(4), ncw sub-
scctions (a)(7)-(11)(F) and (b)(6)—(8) and amendment of NoTE filed
12-30- 2008; operative 1-29-2009 (Register 2009, No. 1).

(=2}

§ 30195.2. Special Requirements for Issuance of Specific
Licenses—Emergency Plans.

(a) In addition to meeting the requiremcnts sct forth in scctions 30194,
30195, 30195.1 and 30195.3, specific licenses shall be issued only if the
requirements specified in subsection (b) are met.

(b) The regulations governing application for specific licenses in Title
10, Codc of Federal Regulations, section 30.32, subsection (i) (10 CFR
30.32(i)) (January 1,2013) including scction 30.72 referenced in 10 CFR
30.32(1), are hereby adopted by reference with the following exceptions:

(1) The phrase “radioactive material” as defined in Title 17, California
Codc of Regulations, section 30100 is substituted for the phrase “bypro-
duct material.”

(2) Any reference to the Nuclear Regulatory Commission or any com-
ponent thereof shall be deemed to be a rcference to the Department.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Hcalth and Safety

Code. Reference: Sections 114965, 114970, 115000, 115060, 115165, 115230,

115235, 131050, 131051 and 131052, Health and Safcty Codc.

HisTorY

1. New scction filed 10-16-95 as an emergency; operative 10 16 95 (Register 95,
No. 42). A Certificate of Compliance must be transmitted to OAL by 2 13 96
or cmergency language will be repealed by operation of law on the following
day.

2. Certificatc of Compliancc as to 10-16-95 order, including amendment of NOTE,
transmitted to OAL 2-9-96 and filed 3 25 96 (Register 96, No. 13).

3. Amendment of section and NoTE filed 12--30- 2014; operative 4 1-2015 (Reg-
ister 2015, No. 1).

§ 30195.3. Special Requirements for Issuance of Specific
Licenses for Use of Sealed Sources in
Industrial Radiography.

(a) The definitions of sections 30100 and 30330 apply to this scetion.

(b) An applicant for a specific license for the use of sealed sources in
industrial radiography shall submit:

(1) A description of the applicant’s training program that meets the re-
quirements of scction 30333(a) and (b). Copies of typical examinations
and correct answers shall be submitted. Instructors shall, at a minimum,
meet the requirements of section 30333.05(a)(1). Instructor qualifica-
tions shall be submitted;

(2) If the applicant proposes to be a radiation safety training provider,
the information required by section 3033 1(a)(3) through (a)(5) and the
fee required by section 3033 1(a)(6) in addition to any fec required by scc-
tion 30230. This information shall be clearly identified as being sub-
mitted for compliance with section 30331,
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(3) Procedures for verifying and documenting the certification status
of radiographers and ensuring that the certification of each radiographer
remains valid;

(4) A description of the applicant’s overall organizational structure as
it applies to the radiation safety responsibilities in radiography using
sealed sources, including specified delegation of authority and responsi-
bility;

(5) Operating and emergency procedures that meet the requirements
of section 30333.1;

(6) A description of the internal inspection system used to assure that
radiographers and radiographers’ assistants comply with Department
regulations and license conditions and the applicant’s operating and
emergency procedures as required by section 30333(e);

(7) The name(s) and qualification(s) of the individual(s) designated as
the radiation safety officer (RSO) and potential designees responsible for
ensuring that the licensee’s radiation safety program is implemented in
accordance with Department regulations and license conditions and the
applicant’s operating and emergency procedures. The designated RSO
shall, at a minimum, meet the requirements specified in section
30333.07. Potential designees shall, at a minimum, meet the require-
ments specified in section 30333.05; and

(8) The location and a description of the location of each field station
and permanent radiographic installation.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safety
Codc. Reference: Scctions 114965, 114970, 115060, 115165, 115235, 131050,
131051 and 131052, Health and Safety Code.
HisTORY
1. Renumbering of former scction 30195.1 to new scction 30195.3 filed 10-16-95
as an cmergency; operative 10-16-95 (Register 95, No. 42). A Certificatc of
Compliancc must be transmitted to OAL by 2—13-96 or emergency language
will be repealed by operation of law on the following day.
. Certificatc of Compliancc as to 10-16-95 order, including amendment of NOTE,
transmittcd to OAL 2-9-96 and filed 3-25-96 (Register 96, No. 13).
3. Amendment of section heading, scetion and NOTE filed 4-11-2008; opcerative
5-11-2008 (Register 2008, No. 15).
4. Amendment of subscction (b)(6) and NoTE filed 12-30-2014; opcrative
4-1-2015 (Register 2015, No. 1).

b

§ 30195.4. Additional Requirements for Specific Licenses
Authorized Pursuant to Section 30195(d).

(a) Specific licenses authorizing, pursuant to section 30195(d), the
production of positron emission tomography (PET) radioactive drugs for
noncommercial transfer to licensees holding a specific license issued
pursuant to section 30195(a) in its consortium, as defined in subsection
(b), shall be subject to the following:

(1) Authorization does not relieve the licensee from complying with
applicable FDA requirements, or other Federal, and State requirements
governing radioactive drugs.

(2) The licensee shall:

(A) Satisfy the labeling requircments in title 10, Code of Federal Regu-
lations section 32.72(a)(4) (10 CFR 32.72(a)(4)), incorporated by refer-
ence in section 30196, for cach PET radioactive drug transport radiation
shield and each syringe, vial, or other container used to hold a PET radio-
active drug intended for noncommercial distribution to members of its
consortium; and

(B) Possess and use instrumentation to measure the radioactivity of the
PET radioactive drugs intended for noncommercial distribution to mem-
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bers of its consortium and meet the procedural, radioactivity measure-
ment, instrument test, instrument check, and instrument adjustment re-
quirements in 10 CFR 32.72(c), incorporated by reference in section
30196.

(3) If the licensee is a pharmacy, the licensee shall require that any in-
dividual that prepares PET radioactive drugs be:

(A) An authorized nuclear pharmacist who meets 10 CFR 32.72(b)(2),
incorporated by reference in section 30196; or

(B) An individual who is under the supervision of an authorized nu-
clear pharmacist as specified in 10 CFR 35.27, incorporated by reference
in section 30195(a).

(4) If the licensee is a pharmacy who allows an individual to work as
an authorized nuclear pharmacist, the licensee shall ensure the individual
meets 10 CFR 32.72(b)(5), incorporated by reference in section 30196,

(b) For purposes of subsection (a) and section 30195(d), “consortium”
means an association of licensees authorized for medical use pursuant to
section 30195(a) and a PET radionuclide production facility in the same
geographical area that jointly own or share in the operation and mainte-
nance cost of the PET radionuclide production facility that produces PET
radionuclides for use in producing radioactive drugs within the consor-
tium for noncommercial distributions among its associated members for
medical use. The PET radionuclide production facility within the consor-
tium may only be located at an educational institution or a medical facil-
ity.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty

Code. Reference: Scetions 114965, 114970, 115060, 115165, 115235, 131050,
131051 and 131052, Health and Safety Code.

HisTory
1. New scction filed 12-30-2014; operative 4-1-2015 (Register 2015, No. 1).

§ 30196. Special Requirements for Issuance of Specific
Licenses to Manufacture or Transfer Certain
ltems Containing Radioactive Material.

(a) The regulations governing manufacturing or initially transferring
items containing radioactive material for sale or distribution in Title 10,
Code of Federal Regulations (10 CFR), Part 32 (10 CFR 32) (January 1,
2013) are hereby incorporated by reference with the following excep-
tions:

(1) Title 10, Code of Federal Regulations, sections 32.1, 32.3, 32.8,
32.11, 32.12, 32.14, 32.15, 32.16, 32.18, 32.19, 32.20, 32.21, 32.21a,
32.22,32.23,32.25,32.26,32.27, 32.28, 32.29,32.101, 32.102, 32.103,
32.110, 32.301, and 32.303 and NRC Form 653 referenced in section
32.52 are not incorporated by reference.

(2) Any reference to “byproduct material” in 10 CFR 32 is replaced by
the term “radioactive material” as defined Title 17, California Code of
Regulations (17 CCR), section 30100.

(3) Any reference to the United States Nuclear Regulatory Commis-
sion (NRC) or any component thereof shall be deemed to be a reference
to the Department.

(4) Any reference to the term “Agreement State” shall be deemed to
be a reference to the term “Agreement State” as defined in 17 CCR sec-
tion 30100.

(5) Any reference to the below identified federal regulation cited with-
in 10 CFR 32 shall be deemed to be a reference to the below identified
Department regulation in this subchapter:
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Federal regulation cited within 10 Department regulation within this
CFR 32 subchapter
§ 30.34(h) § 30257
§ 30.33 § 30194
§ 30.36 § 30256
§ 30.51 § 30293
§31.2 § 30190
§31.5 § 30192.1
§31.7 § 30192.2
§ 31.8 § 30192.3
§ 31.10 § 30192.4
§ 31.11 § 30192.5
10 CFR 20 (any section) § 30253

(6) Any reference within 10 CFR 32 to sections found in 10 CFR 35
shall be deemed to be a reference to 17 CCR section 30195(a) except that
10 CFR 35.65 (January 1, 2013) cited within 10 CFR 32.74 is incorpo-
rated by reference in this section for the purpose of issuing a specific li-
cense pursuant to this section. Section 35.65 of 10 CFR is not incorpo-
rated by reference for purposes of issuing a specific license pursuant to
17 CCR section 30195(a).

NOTE: Authority cited: Scctions 114975, 115000, 115091 and 131200, Health and
Safcty Code. Reference: Sections 114965, 114970, 115060, 115091, 115092,
115235, 131050, 131051 and 131052, Health and Safety Codc.

HisTORY
1. New scction filed 12 30-2014; operative 4 12015 (Register 2015, No. 1). For
prior history, sec Register 87, No. 29.

§ 30197. Specific Terms and Conditions of Licenses.
[Repealed]

NOTE: Authority cited: Sections 102, 208 and 25811, Health and Safety Code.
Reference: Scetions 25801, 25802, 25805, 25815, 25855, 25875 and 25876,
Hcalth and Safety Code.

HISTORY

1. Amendment filed 11- 16-67; effcetive thirticth day thereafter (Register 67, No.
46).

2. Repealer filed 78 -87; operative 8-7 87 (Register 87, No. 29).

§ 30198. Expiration of Licenses. [Repealed]

NOTE: Authority citcd: Sections 102, 208 and 25811, Health and Safety Code.
Reference: Scetions 25801, 25802, 25805, 25815, 25855, 25875 and 25876,
Health and Safcty Codc.

HisTory
1. Repealer filed 7 -8-87; operative 8 7--87 (Register 87, No. 29).

§ 30205. Modification, Suspension, Revocation and
Termination of Licenses.

(a) All licenscs shall be subject to modification, suspension, or revoca-
tion by regulations or orders issued by the department.

(b) Any license may be modified, suspended, or revoked by the depart-
ment:

(1) for any material false statement in the application or in any required
report;
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(2) because of conditions revealed by any means which would warrant
refusal to grant such a license on an original application; or

(3) for violation of any terms and conditions of the Act, of the license,
or of any relevant regulation or order of the department, including non
payment of license fee pursuant to Sections 30230 30232 of this regula-
tion.

(¢) Prior to the institution of proceedings to modify, suspend, or revoke
a license, facts or conduct which may warrant such action shall be called
to the attention of the licensec in writing and the licensee shall be ac-
corded reasonable opportunity to demonstrate or achieve compliance,
exeept in cases of willful violation or those in which the public health or
safety requircs otherwise.

(d) A specific license may be terminated by mutual conscnt between
the licensee and the department.

NOTE: Authority cited: Scctions 208 and 2581 1(d), Health and Safcty Code. Ret-
crence: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safcty Code.
HiISTORY
1. Amendment of subscction (b)(3) filed 10-12-72; ¢ffective thirticth day thereal-

ter (Register 72, No. 42).

2. New NOTE filed 8-22-84 (Register 84, No. 34).

Article 5. Transfer of Material

§ 30210. Authorization for Transfer.

(a) A licensee may transfer radioactive material only to persons listed
below and only following acceptance of such transfer:

(1) thc Department;

(2) any person who is cxempt from this regulation to the cxtent per-
mitted under such exemption; or

(3) any person licensed or authorized to receive the material by the
United States Nuclear Regulatory Commission, the Department, or any
other Agreement State,

(b) This section does not authorize the commercial distribution of ra-
dioactive material other than thosc items listed in Section 30192 through
30192.6, cxcept when such distribution is authorized by a specific li-
cense.
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NOTE: Authority cited: Scctions 102, 208 and 25811, Health and Safcty Code.

Reference: Scctions 25801, 25802, 25815, 25855, 25875 and 25876, Health and

Safety Code.

HisTory

1. Repealer of Article 5 (Scetion 30210 and 30211) and new Article 5 (Scction
30210) filed 11-29-65; cffective thirticth day thereafter (Register 65, No. 23).
For prior history, scc Register 62, No. 1.

2. Amcndment filed 11--16-67; cffective thirticth day thercafter (Register 67, No.
46).

3. Amendment filed 5-13-69; cffcctive thirticth day thercafter (Register 69, No.
20).

4. Amendment filed 7-8-87; operative 8—7-87 (Register 87, No. 29).

§ 30210.1. Verification Required.

(a) Before transferring radioactive material to a licensee, the licensee
transferring the material shall verify license authorization for the receipt
of the type, form and quantity of radioactive material to be transferred.

(b) The transferrer shall utilize methods of verification and maintain
records of verification required by subsection (a) as specified in
10CFR30.41 (38FR33968).

NOTE: (1) Authority cited: Sections 208 and 25811, Health and Safety Code. Ref-
crence: Scctions 25801, 25802, 25811, 25815, 25855, 25875 and 25876, Health
and Safcty Code.

(2) Copies of Title 10, Code of Federal Regulations -—Energy, are for

sale by the Superintendent of Documents, U.S. Government Printing Of-
fice, Washington, D.C. 20402.
HisTory
1. New section filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
28).
2. Change without regulatory cffect of NOTE (Register 88, No. 6).

§ 30210.2. Labeling Requirements for the Manufacture,
Preparation or Transfer for Commercial
Distribution of Drugs Containing Radioactive
Material for Human Use as Authorized by a
Specific License. [Repealed]

NOTE: Authority cited: Scctions 100275 and 115000, Health and Safcty Codc.
Reference: Scetions 114965, 114970, 115060, 115165 and 115235, Health and
Safcty Code.

HisTory
1. New scction filed 10-13-99; operative 11-12-99 (Register 99, No. 42).

2. Repealer filed 12-30-2014; operative 4-1-2015 (Register 2015, No. 1).

Article 6. Enforcement

§ 30220. Violations. [Repealed]
NOTE: Authority citcd: Scctions 102, 208 and 25811, Health and Safety Code.
Reference: Scctions 25801, 25802, 25815, 25855, 25875 and 25876, Health and
Safety Code.
HIsTORY
. Repealer of Article 6 (Scctions 30215 through 30217) and new Article 6 (Scc-
tion 30220) filed 11-29-65; cffective thirticth day thercafter (Register 65, No.
23). For prior history, scc Register 62, No. 21.

2. Repealcr filed 7-8-87; operative 8-7-87 (Register 87, No. 29).

Article 7. Reciprocal Recognition of
Licenses

§ 30225. Persons Specifically Licensed by Other Agencies.

(a) Any person who holds a specific license issued by the United States
Nuclear Regulatory Commission (NRC), by any other Agreement State,
or by any state that has been either provisionally or finally designated as
a Licensing State by the Conferencc of Radiation Control Program Direc-
tors, Inc. (CRCPD), other than this State, may conduct activities of the
kind thercin authorized within this State for a period not in excess of 180
days in any calendar year without obtaining a specific license from the
Department, provided that:

(1) The person maintains an office for directing the licensed activity,
at which radiation safety records are normally maintained, in a location
under jurisdiction of the agency which issued the specific license;
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(2) The license does not limit the authorized activity to specified in-
stallations or locations;

(3) The person provides written notice to the Department at least three
days prior to engaging in such activity. Such notice shall indicate the lo-
cation, specific time period, and type of proposed possession and use
within this state, and shall be accompanied by a copy of the pertinent li-
cense. If, for a specific case, the 3—day period would impose an undue
hardship on the person, the person may make application to the Dcpart-
ment to proceed sooner;

(4) The person complies with all applicable regulations of the Depart-
ment and with all the terms and conditions of the license, except such
terms and conditions as may be inconsistent with said regulations;

(5) The person supplies such other information as the Department may
request; and

(6) The person pays a fee in accordance with section 30230(f) to the
Department, prior to the engagement of activities within the state.

(b) Any person who holds a specific license issued by the NRC, by any
other Agreement State or by any state that has been either provisionally
or finally designated as a Licensing State by the CRCPD, other than this
State, authorizing the holder to manufacture, install or service a device
described in section 30192.1(a), is hereby issued a general license to in-
stall or service such device in this State, provided that:

(1) The person files a report with the Department within 30 days after
the end of each calendar quarter in which any device is transferred to or
installed in this State, identifying each device recipient by name and ad-
dress, identifying the typc of device transferred or installed, and identify-
ing the quantity and type of radioactive material contained in cach de-
vice;

(2) The device has been manufactured and labeled and is installed and
serviced in accordance with applicable provisions of the specific license;

(3) The person assures that any labels required to be affixed to the de-
vice, under regulations of the authority which licensed manufacture of
the device, are affixed and bear a statement that “Removal of this label
is prohibited;” and

(4) The person furnishes to each device recipient in this State to whom
he or she transfers such a device, or on whose premises he or she installs
the device, a copy of the regulations contained in Group 1.5 of this sub-
chapter and sections 30192.1, 30254, 30257, 30293(a)(2) and 30295 of
Group 3 of this subchapter, and sections 20.2201 and 20.2202 of title 10,
Code of Federal Regulations, Part 20, incorporated by reference in sec-
tion 30253.

(¢) The Department may withdraw, limit, or qualify its acceptance of
any license specified in subsection (a) or (b) upon determining that such
action is necessary to protect health or to minimize danger to life or prop-
erty.

(d) Authorization granted pursuant to this section does not authorize
a person to conduct activities in arcas within this State that are under ex-
clusive federal jurisdiction.

NOTE: Authority cited: Scetions 114975, 115000, 115060 and 131200, Hcalth and

Safcty Code. Reference: Sections 114965, 114970, 114985, 114990, 115060,

115065, 115090, 115093, 115105, 115110, 115120, 115165, 115230, 115235,

131050, 131051 and 131052, Health and Safcty Code.

HisTorY

1. Repealer of article 7 (scction 30220) and new article 7 (section 30225) filed
11-29-65; cffective thirticth day thercafter (Register 65, No. 23). For prior his-
tory, sce Register 62, No. 21,

2. Amendment of subsection (a) filed 7-22-71; cffective thirticth day thercafter
(Register 71, No. 30).

3. Amendment of subsection (a) filed 10—12-72; effective thirticth day thereafter
(Register 72, No. 42).

4, New NoOTE filed 8-22--84 (Register 84, No. 34).

5. Amendment filed 7-7--86; cffcctive thirticth day thereafter (Register 86, No.
28).

6. New subsection (a)(6) and amendment of NoOTE filed 10-23-91; operative
11-22-91 (Register 92, No. 5).

7. Amendment of section and NoTE filed 10-15-2001; operative 11-14-2001
(Register 2001, No. 42).

8. Amendment of subscction (a)(6) filed 6-22-2005 as an ecmergency; operative
6- 222005 (Register 2005, No. 25). A Certificate of Compliance must be trans-

Register 2015, No. 1; 1-2-2015









Title 17

Radiation—Radiologic Technology—Nuclear Medicine Technology § 30235

Article 9. Schedules

§ 30235. Schedule A. Exempt Quantities.

Radionuclide Microcuries
Antimony 122 (Sb 122) 100
Antimony 124 (Sb 124) 10
Antimony 125 (Sb 125) 10
Arsenic 73 (As 73) 100
Arsenic 74 (As 74) 10
Arsenic 76 (As 76) 10
Arsenic 77 (As 77) 100
Barium 131 (Ba 131) 10
Barium 133 (Ba 133) 10
Barium 140 (Ba 140) 10
Bismuth 210 {Bi 210) H
Bromine 82 (Br 82) 10
Cadmium 109 (Cd 109) 10
Cadmium 115m (Cd 115m) 10
Cadmium 115 (Cd 115) 100
Calcium 45 (Ca 45) 10
Calicium 47 (Ca 47) 100
Carbon 14 (C 14) 100
Cerium 141 (Ce 141) 100
Cerium 143 (Ce 143) 100
Cerium 144 (Ce 144) 1
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Cesium 129 (Cs 129)

100

Cesium 131 (Cs 131)

1,000

Cesium 134m (Cs 134m)

100

Cesium 134 (Cs 134)

Cesium 135 (Cs 135)

10

Cesium 136 (Cs 136)

10

Cesium 137 (Cs 137)

10

Chilorine 36 (C1 36)

10

Chlorine 38 (CI 38)

10

Chromium 51 (Cr 51)

1,000

Cobalt 57 (Co 57)

100

Cobalt 58m (Co 58m)

10

Cobalt 68 (Co 58)

10

Cobait 60 (Co 60)

Copper 64 (Cu 64)

100

Dysprosium 165 (Dy 165)

10

Dysprosium 166 (Dy 166)

+ 100

Erbium 169 (Er 169)

100

Erbium 171 (Er 171)

100

Europium 152 9.2 h (Eu 152 9.2 h)

100

Europium 152 13 yr (Eu 152 13 yr)

Europium 154 (Eu 154)

Europium 155 (Eu 155)

10

Fluorine 18 (F 18)

1,000

Gadolinium 153 (Gd 163)

10

Gadolinium 159 (Gd 159)

100

Gallium 67 (Ga 67)

100

Gallium 72 (Ga 72)

10

Page 196

Register 2015, No. 1; 1-2-2015



Title 17

Radiation—Radiologic Technology—Nuclear Medicine Technology

§ 30235

Germanium 68 (Ge 68)

10

Germanium 71 (Ge 71)

100

Gold 195 (Au 195)

10

Gold 198 (Au 198)

100

Gold 199 (Au 199)

100

Hafnium 181 (Hf 181)

10

Holmium 166 (Ho 166)

100

Hydrogen 3 (H 3)

1,000

Indium 111 (In 111)

100

Indium 113m (in 113m)

100

Indium 114m (In 114m)

10

Indium 115m (In 115m)

100

Indium 115 (In 115)

10

lodine 123 (I 123)

100

lodine 125 (1 125

lodine 129 (1 129

lodine 131 (1 131

0.1

10

lodine 133 (1 133

lodine 134 (I 134

10

)
)
)
lodine 132 (1 132)
)
)
)

lodine 135 (1 135

10

Iridium 192 (Ir 192)

10

Iridium 194 (Ir 194)

100

Iron 52 (Fe 52)

10

Iron 55 (Fe 55)

100

Iron 59 (Fe 59)

10

Krypton 85 (Kr 85)

100

Krypton 87 (Kr 87)
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Lanthanum 140 (La 140)

10

Lutetium 177 (Lu 177)

100

Manganese 52 (Mn 52)

10

Manganese 54 (Mn 54)

10

Manganese 56 (Mn 56)

10

Mercury 197m (Hg 197m)

100

Mercury 197 (Hg 197)

100

Mercury 203 (Hg 203)

10

Molybdenum 99 (Mo 99)

100

Neodymium 147 (Nd 147)

100

Neodymium 149 (Nd 149)

100

Nickel 59 (Ni 59)

100

Nickel 63 (Ni 63)

10

Nickel 65 (Ni 65)

100

Niobium 93m (Nb 93m)

10

Niobium 95 (Nb 95)

10

Niobium 97 (Nb 97)

10

Osmium 185 (Os 185)

10

Osmium 191m (Os 191m)

100

Osmium 191 (Os 191)

100

Osmium 193 (Os 193)

100

Palladium 103 (Pd 103)

100

Palladium 109 (Pd 109)

100

Phosphorus 32 (P 32)

10

Platinum 191 (Pt 191)

100

Platinum 193m (Pt 193m)

100

Platinum 193 (Pt 193)

100
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Platinum 197m (Pt 197m)

100

Platinum 197 (Pt 197)

100

Polonium 210 (Po 210)

0.1

Potassium 42 (K 42)

10

Potassium 43 (K 43)

10

Praseodymium 142 (Pr 142)

100

Praseodymium 143 (Pr 143)

100

Promethium 147 (Pm 147)

10

Promethium 149 (Pm 149)

10

Rhenium 186 (Re 186)

100

Rhenium 188 (Re 188)

100

Rhodium 103m (Rh 103m)

100

Rhodium 105 (Rh 105)

100

Rubidium 81 (Rb 81)

10

Rubidium 86 (Rb 86)

10

Rubidium 87 (Rb 87)

10

Ruthenium 97 (Ru 97)

100

Ruthenium 103 (Ru 103

10

Ruthenium 105 (Ru 105

10

Samarium 151 (Sm 151

10

)
)
Ruthenium 106 (Ru 106)
)
)

Samarium 153 (Sm 153

100

Scandium 46 (Sc 46)

10

Scandium 47 (Sc 47)

100

Scandium 48 (Sc 48)

10

Selenium 75 (Se 795)

10

Silicon 31 (Si 31)

100

Silver 105 (Ag 105)
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Silver 110m (Ag 110m) 1
Silver 111 (Ag 111) 100
Sodium 22 (Na 22) 10
Sodium 24 (Na 24) 10
Strontium 85 (Sr 85) 10
Strontium 89 (Sr 89) 1
Strontium 90 (Sr 90) 0.1
Strontium 91 (Sr 91) 10
Strontium 92 (Sr 92) 10
Sulphur 35 (S 35) 100
Tantalum 182 (Ta 182) 10
Technetium 96 (Tc 96) 10
Technetium 97m (Tc 97m) 100
Technetium 97 (Tc 97) 100
Technetium 99m (Tc 99m) 100
Technetium 99 (Tc 99) 10
Tellurium 125m (Te 125m) 10
Tellurium 127m (Te 127m) 10
Tellurium 127 (Te 127) 100
Tellurium 129m (Te 129m) 10
Tellurium 129 (Te 129) 100
Tellurium 131m (Te 131m) 10
Tellurium 132 (Te 132) 10
Terbium 160 (Tb 160) 10
Thallium 200 (TI 200) 100
Thallium 201 (T1201) 100
Thallium 202 (Tl 202) 100
Thallium 204 (Tl 204) 10
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Thulium 170 (Tm 170) 10
Thulium 171 (Tm 171) 10
Tin 113 (Sn 113) 10
Tin 125 (Sn 125) 10
Tungsten 181 (W 181) 10
Tungsten 185 (W 185) 10
Tungsten 187 (W 187) 100
Vanadium 48 (V 48) 10
Xenon 131m (Xe 131m) 1,000
Xenon 133 (Xe 133) 100
Xenon 135 (Xe 135) 100
Ytterbium 175 (Yb 175) 100
Yttrium 87 (Y 87) 10
Yttrium 88 (Y 88) 10
Yttrium 90 (Y 90) 10
Yttrium 91 (Y 91) 10
Yttrium 92 (Y 92) 100
Yttrium 93 (Y 93) 100
Zinc 65 (Zn 65) 10
Zinc 69m (Zn 69m) 100
Zinc 69 (Zn 69) 1,000
Zirconium 93 {Zr 93) 10
Zirconium 95 (Zr 95) 10
Zirconium 97 (Zr 97) 10
Any radioactive material not listed above other than 0.1
alpha emitting byproduct material.
NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty 2. Amendment filed 1012-72; effoctive thirticth day thereafter (Register 72, No.
1L10 gzczsmlf;%nsc(f 183016(%01n:n1d]?2?(5)’521,];‘121ﬁhlaﬁogg}‘cltylsé)ggé.I 19165 1230 3. ‘:\zlz{cndmcm filed 7 7 86; cffective thirticth day thercafter (Register 86, No.
HISTORY 28).
e A e T e e e (Reer T Qneent o NoTe (Hed 7 28720063 operative & 272000 (Regter 006
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5. Amendment of section and NOTE filed 12-30-2014; operative 4-1-2015 (Reg- HisTorY
ister 2015, No. 1). 1. New Schedule B filed 7-7-86; cffcetive thirticth day thercaficr (Register 86,
§ 30236. Schedule B, Table 1, In Vitro Clinical Tests. 2160 28). For history of former Schedule B, sce Registers 72, No. 42, and 67, No.
[Repealed] 2. Repealer filed 6-8-2011; operative 7-8-2011 (Register 2011, No. 23).

NOTE: Authority cited: Sections 208 and 25811, Hcalth and Safcty Codc. Refer-
cnce: Scetions 25801, 25802, 25811, 25815, 25855, 25875 and 25876, Health and
Safety Code.
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§ 30237. Schedule C. Exempt Concentrations.

Element (atomic humber)

Isotope

i

; Column |

Column i

Gas
i Concentration
| pCi/ml’

Concentration
pCi/mi?

[Antimony (51)

Sb122

o e e e e

Sb 124

i

3E-43

2E-4

Liquid and Solid |

1

Sb125 1E-3 o
‘Argon (18) A 37 1E-3
A 41 4E-7

Arsenic (33)

As74 5E-4
As76 2E-4 -
As7T 8E-4
‘Barium (56)  Ba131 | 2E-3 .
Ba140 3E4 o
Berylium4) Be 7 - ;‘ 2E-2
Bismuth (83) Bi206 4E-4

Bromine (35)
Cadmium (48)

Calcium (20)

Carbon (6)
Cerium (58)

Cesium (55)

Chlorine (17)

. Bre2

cd109

4E7

Ce 144

Cs 131

e 134m

Cs 134

Cl 38

OE.7
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'Chromium (24) ICr51 2E-2 |
Cobalt (27) Co 57 5E-3 |
Co 58 1E-3
Co 60 5E-4
Copper (29) Cu 64 3E-3
Dysprosium (66) Dy 165 4E-3 |
 |Dy 166 4E-4
‘Erbium (68) Er 169 9E-4 |
| Er 171 1E-3 |
"Europium (63) Eu 152 6E-4 T
| (T/2=9.2 |
hrs) |
: Eu 155 2E-3 Jf
Fluorine (9) F18 2E-6 8E-3 o
‘Gadolinium (64) Gd 153 2E-3 |
| Gd 159 | 8E-4
‘Gallium (31) Ga72 | 4E-4
'Germanium (32) Ge71 2E2
Gold (79) Au196 | 2E-3 o
. Au198 | 564
Au 199 2E-3
Hafnium (72) Hf 181 7E-4 T
"Hydrogen (1) H 3 5E-6 3E-2
‘Indium (49) In 113M 1E2
| In 114M 2E4
lodine (53) ’ 1 126 3E-9 2E-5 i
| RE — e
IXE: — T
1133 1E-8 7E-5
1 134 e7  Eea
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r192 f4i5 “4

e .
e ress s

o e
i 85MWW1E - o

s ~5s
anthanum o e e B
rond (82 T e e
et e T e
T T e T

Mn54 1E3

SR o
T T e e

Hg 197 3E-3

Hg 203 JE-4
obpdenu w@ e R
Neodymium (60)  Nd147 - eE4

Nd 149 " 3E3
woelos | S T
Niobium (Columbium) (41)  Nb95  1E3

Nb97 9E-3
oemium e B

Os 191M 3E-2

Os 191 2E-3

Os 193 6E-4
palladium (46) Pd 103 - 3E3

Pd 109 9E-4
ohosonons (15) S e
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Platinum (78) Pt191 | 1E3
Pt193M | 1E-2
Pt 197M | 1E-2

Polonlum (84)

Potassnum (19)

Praseodymium (59) ) 3E-4 '
5E-4

Promethlum (61) S S A S

“Radmm (88) R | _— ;1E-7 : ,
1E 8 *

Radon (86)

1E7

Rhenium (75) BE-3
i

46E4
R T T

i e
wodmen s s |
e

S B

Ru105 1E-3

Ru106 1E-4
smeiom@ s T ey
Scandium (21) | Sc46 . 4E-4

e R

Sc48 3E-4
Seieriu ('44) S 8815“”, S "353
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ST e 3
T e
Astes T
e o
o e

Tantalum (7,3) , - Ta182 N 4E_4 -

et Ctesem aa
Tc96 1E-3

e
S s
2oL s
Te 120M 3E-4
S -
Te132 3E4
et (65) B o A S P
e
T1 201 3E-3

T1 202 1E-3
T1204 1E-3

Thulium (69) . Tm 170 |  5E-4
Tm 171 5E-3

Tin (50) Sn 113 N . 9E-4
Sn 125 2E-4

Tungsten (Wo|frarn) (74) o W 181 s
W 187 7E-4

Vanadium (23) V 48 . 3E-4
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"Xenon (54) Xe 131M  4E-6 -
| Xe133 3E6
Xe135  1E6
Yiterbium (70) Yoi7s | 1 -
Yitrium (39) Y 90 - -
YoiM -
e
e R
Yoz .
Zinc (30) Zn 65 S
ZneoMm
Zn69 |
Zirconium (40) Zr 95 |
= ‘
‘Bet-al anc_i/or gamma emit_ting 5 A i ‘
ebove aith haitife loce them. 1E-10 1E6

three years

Footnotes to Schedule C.

1. Valucs are given only for thosc matcrials normally used as gascs.

2. pCi/gm for solids.

3. Numecrical valuc cxpressed in “E notation” where the lctter “E” represcents
“times ten raised to the power of,” thus, replacing the “x 10” in scientific notation,
followed by the valuc of the exponent. (c.g. 1 x 102=1E2; 1 x 1072 = |E-2)
NOTE: 1: Many radioisotopes disintcgrate into isotopes which arc also radioac-
tive. In expressing the concentrations in Schedule C, the activity stated is that of
the parent isotope and takes into account the daughters.

NOTE: 2: Where there is involved a combination of isotopes, the limit for the com-
bination should be derived as follows: Determine for cach isotope in the product
the ratio between the coneentration present in the product and the exempt con-
centration cstablished in Schedule C for the specific isotope when not in combina-
tion. The sum of such ratios may not exceed “1” (i.c., unity).

EXAMPLE:

Concentration of 1sotopc A in Product Concentrate of sotope B in Product

<1

Exempt concentration of Isotope A Exempt concentration of [sotope B

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Hcalth and Safcty
Code. Reference: Scetions 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Hcalth and Safety Code.

HISTORY

1. Amendment filed 7-22-71; cffcctive thirticth day thercafter (Register 71, No.
30).

2. Change without regulatory cffect amending Arscnic and Beryltlium and adop-
tion of NOTE filed 11-1-91 pursuant to scction 100, title 1, California Code of
Rcgulations (Register 92, No. 5).

3. Amendment of listings for argon and platinum and amendment of footnotc 2 and
NOTE filed 7-28-2006; opcrative 8-27-2006 (Register 2006, No. 30).

4. Repealer and new scction filed 12-30-2014; opcerative 4-1-2015 (Register
2015, No. 1).

Page 202.2(d)

Group 3. Standards for Protection Against
Radiation

Article 1.

§ 30250. Authority. [Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safcty Code. Refer-
ence: Scctions 25801, 25802, 25815, 25875 and 25876, Hcalth and Safcty Code.
HisTory
1. Repealer of Article 1 and ncw Article 1 (30250 through 30255) filed 11-29-65;

cffective thirticth day thereafter (Register 65, No. 23). For former Article 1, sce
Register 62, No. 1.
2. Repcalcr filed 6-18-87; opcrative 7-18--87 (Register 87, No. 28).

§ 30251. Purpose. [Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
cnce: Scetions 25801, 25802, 25815, 25875 and 25876, Hcalth and Safety Code.
HisTory

1. Repealer filed 6--18-87; operative 7-18-87 (Register 87, No. 28).

§ 30252. Scope and Purpose.

(a) Group 3 regulations apply to all persons who possess sources of ra-
diation, except as exempt from the licensing and registration require-
ments or otherwisc specifically exempted by the provisions of Group 1
and Group 2 of this subchapter.

(b) The limits in Group 3 do not apply to doses due to background radi-
ation, to exposure of patients to radiation for the purpose of medical diag-
nosis or therapy, or to voluntary participation in medical research pro-
grams.

General
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NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scctions 25801, 25802, 25811 and 25815, Health and Safety Codc.
HistorY

1. Repealer and new subscction (b) filed 3-3-94 as an cmergency; operative
3-3-94 (Register 94, No. 9). A Certificate of Compliance must be transmitted
to OAL by 7-1--94 or emcrgency language will be repealed by operation of law
on the following day. For prior history, scc Register 87, No. 28.

2. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6 7--94 and
filed 7-14-94 (Register 94, No. 28).

. Editorial correction deleting HisTORY | and amending and redesignating Histo-
RY 2 (Register 94, No. 28).

w

§ 30253. Standards for Protection Against Radiation.

(a) The regulations governing standards for protcction against radi-
ation in title 10, Code of Federal Regulations, part 20, (10 CFR 20) sec-
tions 20.1001 through 20.2402 and Appendices A through G, (January
1, 2013) are hereby incorporated by reference with the following cxcep-
tions:

(1) Title 10, Code of Federal Regulations, sections 20.1001, 20.1002,
20.1006, 20.1007, 20.1008, 20.1009, 20.1401, 20.1402, 20.1403,
20.1404, 20.1405, 20.1406, 20.1905(g), 20.2106(d), 20.2203(c),
20.2206, 20.2302, 20.2401, and 20.2402, and Appendix D arc not incor-
porated by reference.

(2) Any references to the United States Nuclear Regulatory Commis-
sion (NRC) or any component thereof shall be deemed to be a reference
to the California Department of Public Health.

(3) The definition of the term “Byproduct material” in 10 CFR 20, sec-
tion 20.1003 is replaced by the definition of the term “radioactive materi-
al” as defined in scetion 30100 of this regulation.

(4) The definition of the term “License” in 10 CFR 20, section 20.1003
is replaced by the definition of the term “License” as defined in section
30100 of this regulation.

(5) The definition of the term “Licensed material” in 10 CFR 20, sce-
tion 20.1003 is modificd to mean any radioactive material (including
sourcc material, spccial nuclear material, or byproduct matcrial) re-
ccived, possessed, used, transferred or disposed of under a general or spe-
cific liecnse issued by the NRC, or by any other Agreement State or by
any statc that has becn cither provisionally or finally designated as a Li-
censing State by the Confercnce of Radiation Control Program Directors,
Inc. With respect to dose limits and reporting requirements, the term “Li-
censed material” is to be construed broadly in context to include any
source of ionizing radiation subject to the requirements of this regulation.

(6) The definition of the term “Licensec” as defined in 10 CFR 20, sec-
tion 20.1003 is replaced by the definition of the term “Uscr™ as set forth
in section 30100 of this regulation.

(7) The definition of the term “Person” as defined in 10 CFR 20, sec-
tion 20.1003 is replaced by the definition of the term “Person™ as set forth
in section 114985(c) of the Health and Safety Code.

(8) The definition of the term “Radiation (ionizing radiation)” as de-
fined in 10 CFR 20, section 20.1003 is replaced by the definition of the
term “lonizing radiation” as set forth in section 114985(b) of the Health
and Safcty Code.

(9) The definition of the term “Special nuclear materials™ as defined
in 10 CFR 20, section 20,1003 is replaced by the definition of the term
“Special nuclear material” as set forth in section 114985(f) of the Health
and Safety Code.

(10) Reports of transactions and inventories required in 10 CFR 20,
section 20.2207 shall be submitted to the National Source Tracking Sys-
tem maintained by NRC as specified in section 20.2207. Methods of re-
porting specified in section 20.2207(f) are identified on NRC’s form, ref-
ercneed in section 20.2207(f)(4).

(11) Sections 30.35(g), 40.36(f), and 70.25(g), as cited in 10 CFR
20.1501(b), shall be deemed to reference section 30256(a); sections
50.75(g) and 72.30(d), as cited in 10 CFR 20.1501(b), arc not incorpo-
rated by reference.

(b) The terms defined in 10 CFR 20, scction 20.1003, as incorporated
by reference, shall apply to this regulation, except that:

(1) The term “Act” as defined in 10 CFR 20, section 20.1003 is limited
to the textual material incorporated by reference in subsection (a) above.

Page 202.2(e)

The meaning of the term “Act” clsewhere in this regulation, is as defined
in section 30100 of this regulation.

(2) The term “Department” as defined in 10 CFR 20, section 20.1003
is limited to the provisions incorporated by reference in subscction (a).
The meaning of the term “Department” clsewhere in this regulation, is
as defined in section 30100 of this regulation.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safcty
Codec. Reference: Scetions 114960, 114965, 114970, 114985, 114990, 115060,
115105, 115110, 115120, 115165, 115230, 115235, 131050, 131051 and 131052,
Hcalth and Safety Code.

HisTorY

1. Repealer and new scction filed 3-3-94 as an emergency; opcrative 3-3- 94
(Register 94, No. 9). A Certificate of Compliance must be transmitted to OAL
by 7-1--94 or ecmergeney language will be repealed by operation of law on the
following day. For prior history, scc Register 86, No. 28.

2. Certificate of Compliancc as to 3 3- 94 order transmitted to OAL 6 7 94 and
filed 7 14-94 (Register 94, No. 28).

3. Editorial correction deleting HisToRY | and amending and redesignating HisTo-
RY 3 (Rcgister 94, No. 28).

4. Editorial corrcction of section heading (Register 99, No. 8).

5. Amendment of section and NoTE filed 10-15-2001; operative 11 142001}
(Register 2001, No. 42).

6. Change without regulatory cffect amending subsection (a)(1) and repealing sub-
scctions (a)(10)—(12) filed 8-8-2002 pursuant to scction 100, title 1, California
Code of Regulations (Register 2002, No. 32).

. Amendment filed 7 20 2006; operative 8-19-2006 (Register 2006, No. 29).

. Amendment of subscctions (a)—(a)(3) and (a)(5), new subscction (a)(10),
amendment of subscctions (b)(1) (2) and amendment of NoTE filed
119 2010; operative 12-9-2010 (Register 2010, No. 46).

9. Amendment of subscetion (a), new subsection (a)(11) and amendment of NOTE
filed 12-30-2014; opcrative 4 -1 2015 (Register 2015, No. 1).

o~

Article 2. Notices, Instructions, and
Reports to Workers; Inspections and
Investigations

§ 30254. Inspection.

(a) Each user shall afford to the Department or other official agency
specifically designated by the Department, at all reasonable times, op-
portunity to inspect materials, machines, activities, facilities, premises,
and rccords pursuant to these regulations.

(b) During an inspection, inspectors may consult privately with work-
ers as speceified below. The user may accompany inspectors during othcr
phases of an inspection,

(1) Inspectors may consult privately with workers concerning matters
of occupational radiation protection and other matters related to applica-
ble provisions of Department regulations and licenses to the extent the
inspectors deem necessary for the conduet of an cffective and thorough
inspection.

(2) During the course of an inspection any worker may bring privately
to the attention of the inspectors, cither orally or in writing, any past or
present condition which he has reason to belicve may have contributed
to or caused any violation of the Radiation Control Law, these regula-
tions, or license condition, or any unnecessary exposure of an individual
to radiation from licensed radioactive material or a registered radiation
machine under the user’s control. Any such notice in writing shall com-
ply with the requirements of subscetion (h) hereof.

(3) The provision of paragraph (b)(2) of this scetion shall not be inter-
preted as authorization to disregard instructions pursuant to Section
30255(b)(1).

(c) If, at the time of inspection, an individual has been authorized by
the workers to represent them during inspections, the user shall notify the
inspectors of such authorization and shall give the workcrs” representa-
tive an opportunity to accompany the inspectors during the inspection of
physical working conditions.

(d) Each worker’s representative shall be routinely engaged in work
under control of the user and shall have received instructions as speeified
in Section 30255(b)(1).

(c) Diffcrent representatives of users and workers may accompany the
inspectors during different phases of an inspection if there is no resulting
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interference with the conduct of the inspection. However, only one work-
ers’ representative at a time may accompany the inspectors.

(f) With the approval of the user and the workers’ representative, an
individual who is not routinely engaged in work under control of the user,
for example, a consultant to the user or to the workers’ representative,
shall be afforded the opportunity to accompany inspectors during the in-
spection of physical working conditions.

(g) Notwithstanding the other provisions of this section, inspectors are
authorized to refuse to permit accompaniment by an individual who de-
liberately interferes with a fair and orderly inspection. With regard to any
area containing proprietary information, the workers’ representative for
that area shall be an individual previously authorized by the user to enter
that area.

(h) Any worker or representative of workers who believes that a viola-
tion of the Radiation Control Law, these regulations or license conditions
exists, or has occurred in work under a license or registration with regard
to radiological working conditions in which the worker is cngaged, may
request an inspection by giving notice of the alleged violation to the De-
partment or other official agency specifically designated by the Depart-
ment. Any such notice shall be in writing, shall set forth the specific
grounds for the notice, and shall be signed by the worker or representa-
tive of the workers. A copy shall be provided to the user by the Depart-
ment no later than at the time of inspection except that, upon the request
of the worker giving such notice, his name and the name of individuals
referred to therein shall not appear in such copy or on any record pub-
lished, released, or made available by the Department except for good
cause shown.

(i) If, upon receipt of such notice, the Chicf, Radiologic Hcalth
Branch, of the Department, determines that the complaint meets the re-
quirements set forth in subsection (h) hereof, and that there are reason-
able grounds to believe that the alleged violation exists or has occurred,
he shall cause an inspection to be made as soon as practicable, to deter-
mine if such alleged violation exists or has occurred. Inspections pur-
suant to this section need not be limited to matters referred to in the com-
plaint.

(3) No user shall discharge or in any manner discriminate against any
worker because such worker has filed any complaint or instituted or
caused to be instituted any proceeding under these regulations or has tes-
tified or is about to testify in any such proceeding or because of the exer-
cise by such worker on behalf of himself or others of any option afforded
by this section.

(k) If the Chief, Radiologic Health Branch, of the Department, deter-
mines with respect to a complaint under subsection (h) hereof that an in-
spection is not warranted because there are no reasonable grounds to be-
lieve that a violation exists or has occurred, the complainant shall be
notified in writing of such determination. The complainant may obtain
review of such determination by submitting a written statement of posi-
tion to the Director of the Department, who will provide the user with a
copy of such statement by certified mail, excluding, at the request of the
complainant, the name of the complainant. The user may submit an op-
posing written statement of position with the Director of the Department
who will provide the complainant with a copy of such statement by certi-
fied mail. Upon the request of the complainant, the Director of the De-
partment, or his designee, may hold an informal conference in which the
complainant and the user may orally present their views. An informal
conference may also be held at the request of the user, but disclosure of
the identity of the complainant will be made only following receipt of
written authorization from the complainant. After considering all written
or oral views presented, the Director of the Department shall affirm,
modify, or reverse the determination of the Chief, Radiologic Health
Branch, of the Department, and furnish the complainant and the user a
written notification of his decision and the reason therefor.

(/) If the Department determines that an inspection is not warranted be-
cause the requirements of subsection (h) hereof have not been met, it shall
notify the complainant in writing of such determination. Such determina-
tion shall be without prejudice to the filing of a new complaint meeting
the requirements of subsection (h) hereof.

Page 202.2(f)

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Code. Reference: Scctions 114965, 114970, 115000, 115060, 115165, 115230,
115235, 131050, 131051 and 131052, Health and Safety Code.

HisTorY

. Repealer and new scetion filed 8-19-75 as an ecmergencey; cffective upon filing
(Register 75, No. 34). Approved by CAL/OSHA Standards Board 12-16-75.

2. Certificate of Compliance filed 11-28-75 (Register 75, No. 48).

. Amendment of subscctions (b)(3) and (d) filed 8-23-76; cffcctive thirticth day
thereafter (Register 76, No. 35).

4. Amendment of subscctions (h), (i) and (k) filcd 6-18-87; operative 7-18-87
(Register 87, No. 28).

. New article 2 heading and amendment of subscction (b)(3) filed 3-3-94 as an
ecmergency; operative 3-3-94 (Register 94, No. 9). A Certificate of Compliance
must be transmitted to OAL by 7-1-94 or emergency language will be repealed
by opcration of law on the following day.

. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).
7. Amendment of subsection (d) and amendment of NOTE filed 12-30-2014; op-

crative 4-1-2015 (Register 2015, No. 1).

§ 30255. Notices, Instructions, and Reports to Personnel.

(a) This section establishes requirements for notices, instructions, and
reports by users to individuals engaged in work under a license or regis-
tration and options available to such individuals in connection with De-
partment inspections of licensees or registrants to ascertain compliance
with the provisions of the Radiation Control Law and regulations, orders,
and licenses issued thereunder regarding radiological working condi-
tions. The requirements in this section apply to all persons who receive,
possess, use, own or transfer material licensed by or registered with the
Department.

(b) Each user shall:

(1) Inform all individuals working in or frequenting any portion of a
controlled area of the storage, transfer, or use of radioactive materials or
ofradiation in such portions of the controlled area; instruct such individu-
als in the health protection problems associated with exposure to such ra-
dioactive materials or radiation, in precautions or procedures to mini-
mize exposure, and in the purposes and functions of protective devices
employed; instruct such individuals in, and instruct them to observe, to
the extent within their control, the applicable provisions of Department
regulations and license conditions for the protection of personnel from
exposures to radiation or radioactive materials occurring in such areas;
instruct such individuals of their responsibility to report promptly to the
licensee or registrant any condition which may lead to or cause a viola-
tion of department regulations or license conditions or unnecessary expo-
sure to radiation or radioactive material, and of the inspection provisions
of Section 30254; instruct such individuals in the appropriate response
to warnings made in the event of any unusual occurrence or malfunction
that may involve exposure to radiation or radioactive materials; and ad-
vise such individuals as to the radiation cxposure reports which they may
request pursuant to this section. The extent of these instructions shall be
commensurate with potential radiological health protection problems in
the controlled arca.

(2) Conspicuously post a current copy of this regulation, a copy of
applicable licenses for radioactive material, and a copy of operating and
emergency procedures applicable to work with sources of radiation. If
posting of documents specified in this paragraph is not practicable the
user may post a notice which describes the document and states where
it may be examined.

(3) Conspicuously post a current copy of Department Form RH-2364
(Notice to Employees) in a sufficient number of places to permit individ-
uals working in or frequenting any portion of a controlled arca to observe
a copy on the way to or from such area.

(4) Conspicuously post any notice of violation involving radiological
working conditions or any order issued pursuant to the Radiation Control
Law and any required response from the user. Department documents
postcd pursuant to this paragraph shall be posted within two working
days after receipt of the documents from the Department; the user’s re-
sponse, if any, shall be posted within two working days after dispatch by
the user. Such documents shall remain posted for a minimum of five
working days or until action correcting the violation has been completed,
whichever is later.

w
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(5) Assure that documents, notices, or forms posted pursuant to this
section shall appear in a sufficient number of places to permit individuals
engaged in work under the license or registration to obscrve them on the
way to or from any particular work location to which the document ap-
plies, shall be conspicuous, and shall be replaced if defaced or altered.

(6) Provide reports to any individual of their radiation exposurc data
and the results of any measurements, analyses, and calculations of radio-
active material deposited or retained in the body of that individual as spe-
cified in this section. The information reported shall include data and re-
sults obtained pursuant to Department regulations, orders, or license
conditions, as shown in records maintained by the user pursuant to De-
partment regulations. Each notification and report shall: be in writing; in-
clude appropriate identifying data such as the name of the user, the name
of'the individual, the individual’s Social Security number; include the in-
dividual’s exposure information; and contain the following statement:

“This report is furnished to you under the provisions of the California
State Department of Public Health Regulations: Standards for Protection
Against Radiation. You should preserve this report for future reference.”

Thesc reports shall be provided as follows:

(A) Each user shall advise each worker annually of the worker’s dose
as shown in records maintained by the user pursuant to title 10, Code of
Federal Regulations, part 20, (10 CFR 20), section 20.2106 as incorpo-
rated by reference in section 30253, The user shall provide an annual re-
port to cach monitored individual pursuant to section 20.1502, incorpo-
rated by reference in section 30253, of the dose received in that
monitoring year if:

1. The individual’s occupational dose exceeds 100 mrem total effec-
tive dosc cquivalent or 100 mrem to any individual organ or tissue; or

2. The individual requests his or her annual dose report.

(B) At the request of a worker formerly engaged in work controlled by
the user, the uscr shall furnish to the worker a report of the worker’s ex-
posure to radiation or radioactive material as shown in records main-
tained by the user pursuant to 10 CFR 20, section 20.2106 that has been
incorporated by refercnce in section 30253, for cach year the worker was
required to be monitored pursuant to section 20.1502 and for cach year
the worker was required to be monitored under the monitoring require-
ments in effect prior to March 3, 1994. Such report shall be furnished
within 30 days from the time the request is made, or within 30 days after
the exposurc of the individual has been determined by the user, whichev-
eris later. This report shall cover the period of time that the worker’s acti-
vities involved exposure to radiation from radioactive material licensed
by, or radiation machines registered with, the Department and shall in-
clude the dates and locations of work under the license or registration in
which the worker participated during this period.

(C) When a uscer is required pursuant to 10 CFR 20, scctions 20.2202,
20.2203, or 20.2204, as incorporated by reference in scction 30253, to
report to the Department any exposure of an individual to radiation or ra-
dioactive material, the user shall also provide the individual a report on
his exposure data included therein. Such reports shall be transmitted at
a time not later than the transmittal to the Department.

(D) At the request of a worker who is terminating employment with
the user that involved exposure to radiation or radioactive materials, dur-
ing the current calendar quarter or the current ycar, cach user shall pro-
vide at termination to each worker, or to the worker’s designee, a written
report regarding the radiation dose received by that worker from opcra-
tions of the uscr during the current year or fraction thereof. If the most
recent individual monitoring results are not availablc at that time, a writ-
ten estimate of the dosc must be provided together with a clear indication
that this is an estimatc.

NOTE: Authority citcd: Sections 114975, 115000, 131051, 131052, 131055 and
131200, Health and Safety Code. Reference: Scetions 114940, 114965, 115000,
115060, 115110, 115230 and 115235, Health and Safcty Codc.
HiSTORY
1. Renumbering and amendment of former section 30280 to section 30255 filed
3 3 94 as an cmergency; operative 3-3-94 (Register 94, No. 9). A Certificate
of Compliance must be transmitted to OAL by 7-1--94 or emergency language
will be repealed by operation of law on the following day.
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2. Certificatc of Compliancc as to 3--3--94 order transmitted to OAL 6-7-94 and
filed 7 14 -94 (Register 94, No. 28).

3. Amendment of subscctions (a)(6)—(a)(6)(D) and amendment of NOTE filed
11-9-2010; operative 12 9-2010 (Register 2010, No. 46).

§ 30256. Vacating Installations: Records and Notice.

(a) Each person granted a specific license pursuant to Group 2 of this
Subchapter shall keep records of information important to the decommis-
sioning of a facility in an identified location until the site is rclcased for
unrestricted use by the Department. Before licensed activitics are trans-
ferrcd or assigned in accordance with 30194(c), licensees shall transfer
all records described in this section to the new licensce. In this case, the
new licensee shall be responsible for maintaining these records until the
license is terminated. If records important to the decommissioning of a
facility arc kept for other purposes, reference to these records and their
locations may be used. The records shall include the following informa-
tion important to decommissioning:

(1) Records of spills or other unusual occurrences involving the spread
of contamination in and around the facility, equipment, or site. Thesc re-
cords shall include but not be limited to a description of any instances
when contamination remains after any cleanup procedures or when there
is rcasonable likelihood that contaminants may have spread to inaccessi-
ble areas, as for cxamplc, possible seepage into porous materials such as
concrete. These records shall include any known information on identifi-
cation of involved nuclides, quantitics, forms, and concentrations.

(2) As built drawings and modification drawings of structures and
equipment in restricted arcas where radioactive materials are used or
stored, and of locations of possiblc inaccessible contamination such as
buried pipcs which may be subject to contamination. If requircd draw-
ings are referenced, cach relevant document need not be indexed individ-
uvally. If drawings arc not available, the licensee shall substitute appropri-
atc rccords of available information concerning thesc arcas and
locations.

(3) Except for areas containing only scaled sources (provided the
sources have not leaked or no contamination remains after any Icak) or
any radioactive materials having only half- lives of less than 65 days, a
list contained in a single document and updated every 2 years, of the fol-
lowing:

(A) All arcas designated and formerly designated restricted arcas as
defined in Title 10, Code of Fedcral Regulations, Section 20.1003 incor-
porated by referencc pursuant to Title 17, California Code of Regula-
tions, Section 30253;

(B) All areas outside restricted arcas that require documentation under
(axl);

(C) All areas outsidc of restricted areas where current and previous
wastes have been buried as documented under Title 10, Code of Federal
Regulations, Section 20.2108 incorporated by reference pursuant to Title
17, California Code of Regulations, Section 30253; and

(D) All arcas outside of restricted areas which contain material such
that, if the license expired, the licensce would be required to either decon-
taminate the arca to unrestricted release levels or apply for approval for
disposal under Title 10, Code of Federal Regulations, Section 20.2002
incorporated by reference pursuant to Title 17, California Code of Regu-
lations, Section 30253.

(4) Records of the cost estimate performed for the decommissioning
funding plan or of the amount certified for decommissioning, and rccords
of the funding method used for assuring funds if cither a funding plan or
certification is used pursuant to Section 30195.1.

(b) Each person granted a specific license pursuant to Group 2 of this
Subchapter shall, no less than 30 days before vacating any installation
which may have been contaminated with radioactive material as a result
of the licensee’s activitics, notify the department in writing of intent to
vacate. This notice shall be submittcd on form CDPH 5314 (06/09), ¢n-
titled “Certificate of Disposition of Materials,” which is incorporated by
reference herein, and shall address all requirements specified in subsce-
tion (¢).
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(c) If a licensee does not submit an application for license renewal un-
der section 30194, the licensee shall on or before the expiration date spe-
cified in the license:

(1) Terminate use of radioactive material;

(2) Remove radioactive contamination to the extent practicable except
for those procedures covered by Subsection (d) of this section;

(3) Dispose of radioactive material in accordance with applicable reg-
ulations;

(4) Submit a completed form CDPH 5314 (06/09), which certifies in-
formation concerning the disposition of materials; and

(5) Conduct a radiation survey of the premises where the licensed acti-
vities were carried out and submit a report of the results of this survey,
unless the licensee demonstrates that the premises are suitable for release
for unrestricted use in some other manner. The licensee shall, as appro-
priate:

(A)Report levels of radiation in units of microrads per hour of beta and
gamma radiation at one centimeter and gamma radiation at one meter
from surfaces, and report levels of radioactivity, including alpha, in units
of disintegrations per minute (or microcuries) per 100 square centimeters
removable and fixed for surfaces, microcuries per milliliter for water,
and picocuries per gram for solids such as soils or concrete; and

(B) Specify the survey instrument(s) used and certify that each instru-
ment is properly calibrated and tested.

(d) In addition to the information required under Subsections (c)}(4)
and (5), the licensee shall submit a plan for completion of decommission-
ing if the procedures necessary to carry out decommissioning have not
been previously approved by the Department and could increase poten-
tial health and safety impacts to workers or to the public such as in any
of the following cases:

(1) Procedures would involve techniques not applied routinely during
cleanup or maintenance operations; or

(2) Workers would be entering areas not normally occupied where sur-
face contamination and radiation levels are significantly higher than rou-
tinely cncountered during operation; or

(3) Procedures could result in significantly greater airborne concentra-
tions of radioactive materials than are present during operation; or

(4) Procedures could result in significantly greater releases of radioac-
tive material to the environment than those associated with operation.

(e) Procedures with potential health and safety impacts shall not be
carricd out prior to approval of the decommissioning plan.

(f) The proposed decommissioning plan, if required by Subsection (d)
of this section or by license condition, shall include:

(1) Description of planned decommissioning activities;

(2) Description of methods used to assure protection of workers and
the environment against radiation hazards during decommissioning;

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

(4) The information required in (a) (3) and any other information re-
quired by (a) that is considered necessary to support the adequacy of the
decommissioning plan for approval; and

(5) An updated detailed cost estimate for decommissioning, compari-
son of that estimate with present funds set aside for decommissioning,
and plan for assuring the availability of adequate funds for completion
of decommissioning.

(g) The proposed decommissioning plan will be approved by the De-
partment if the Department determines that the decommissioning will be
completed as soon as is reasonable and that the health and safety of work-
ers and the public will be adequately protected.

(h) Upon approval of the decommissioning plan by the Department,
the licensee shall complete decommissioning in accordance with the ap-
proved plan. As a final step in decommissioning, the licensee shall again
submit the information required in subsection (c)(5) and shall certify the
disposition of accumulated wastes from decommissioning by complet-
ing form CDPH 5314 (06/09).

(i) If the information submitted under subsection (¢)(5) or (h) does not
adequately demonstrate that the premises are suitable for release for un-

Page 202.2(h)

restricted use, the Department shall inform the licensee of the appropriate
further actions required for termination of license.

(j) Each specific license continues in effect, beyond the expiration date
if necessary, with respect to possession of residual radioactive material
present as contamination until the Department notifies the licensee in
writing that the license is terminated. During this time, the licensee shall:

(1) Limit actions involving radioactive material to those related to de-
commissioning; and

(2) Continue to control entry to restricted areas until they are suitable
for release for unrestricted use and the Department notifies the licensee
in writing that the license is terminated.

(k) Specific licenses shall be terminated by written notice to the licens-
ee when the Department determines that:

(1) Radioactive material has been properly disposed;

(2) Reasonable effort has been made to eliminate residual radioactive
contamination, if present; and

(3) A radiation survey has been performed which demonstrates that the
premises are suitable for release for unrestricted use; or other information
submitted by the licensee is sufficient to demonstrate that the premises
are suitable for release for unrestricted use.

NOTE: Authority citcd: Scctions 114975, 115000, 131051, 131052, 131055 and
131200, Hcalth and Safety Code. Reference: Scetions 114965, 114970, 115060,
115230 and 115235, Hcalth and Safcty Code.

HisTory

1. Renumbering of former scction 30298 to section 30256 filed 3-3-94 as an emer-
gency; operative 3-3-94 (Register 94, No. 9). A Certificate of Compliance must
be transmitted to OAL by 7-1-94 or emergency language will be repealed by
opcration of law on the following day.

2. Certificatc of Compliance as to 3-3-94 ordcr transmitted to OAL 6-7--94 and
filed 7-14-94 (Register 94, No. 28).

3. Amendment of section heading and scction filed 10-16-95 as an emergency;
operative 10-16-95 (Register 95, No. 42). A Certificate of Compliance must be
transmitted to OAL by 2--13-96 or emcrgency language will be repealed by op-
cration of law on the following day.

4. Certificate of Compliance as to 10-16-95 order, including amendment of sub-
scctions (a), (c)(4) and (f)(3), new (f)(4) and subscction renumbering, and
amendment of subsection (h) and NOTE, transmitted to OAL 2-9-96 and filed
3-25-96 (Register 96, No. 13).

5. Amendment of subscction (a) filed 9-9- 97; operative 10-9-97 (Register 97,
No. 37).

6. Amendment of subscctions (b), (¢)(4) and (h) and amendment of NOTE filed
11-9-2010; operative 12-9-2010 (Register 2010, No. 46).

§ 30257. Bankruptcy Notification.

(2) Each general licensee required to register pursuant to sections
30192.1(d)(1) or 30192.6(b)(1), and each specific licensee, shall notify
the Department 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 (11 U.S.C.) by or against:

(1) The licensee;

(2) Anentity (as that term is defined in 11 U.S.C. 101 (15)) controlling
the licensee or listing the license or licensee as property of the estate; or

(3) An affiliate (as that term is defined in 11 U.S.C. 101 (2)) of the k-
censee.

(b) The notification to the Department shall indicate:

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

(2) The date of the filing of the petition.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety

Code. Reference: Sections 114965, 114970, 115060, 115175, 115205, 115230,

115235, 131050, 131051 and 131052, Health and Safety Code.

History

1. Renumbering of former scction 30299 to section 30257 filed 3-3-94 as an cmer-
geney; operative 3-3-94 (Register 94, No. 9). A Certificatc of Compliance must
be transmitted to OAL by 7-1-94 or cmergency language will be repealed by
operation of law on the following day.

2. Certificate of Compliance as to 3-3--94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

3. Amendment of section and NOTE filed 6-8-2011; operative 7-8 201 | (Register
2011, No. 23).

4. Amendment of subscction (2)(2) filed 12-30-2014; operative 4-1-2015 (Reg-
ister 2015, No. 1).
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§ 30258. General Definitions. [Repealed]
NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safety Codc.
HisTorRY
1. Repealer of article 2 and new article 2 (scetion 30258) filed 11--29 65; effective
thirticth day thercaficr (Register 65, No. 23). For former article 2, sce Register
62, No. 1.

2. Amendment filed 1-22-76; cffective thirticth day thereafter (Register 76, No.
4).

3. Repealer tiled 6-18-87; opcerative 7-18-87 (Register 87, No. 28).

4. Lditorial correction deleting article heading (Register 94, No. 15).

Article 3. Surveys and Tests

§ 30265. Occupational Dose Limits. [Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
ence: Scctions 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety
Code.
History
1. Repealer of article 3 and new article 3 (scctions 30265 and 30266) filed
11-29 65; cffective thirticth day thereafter (Register 65, No. 23). For prior his-
tory of article 3, sce Register 62, No. 1.

2. Repealer of subsection (¢) filed 7-7 86; cffcetive thirticth day thereafter (Regis-
ter 86, No. 28).

. Amendment of article heading and repealer of scetion filed 3-3-94 as an emer-
gency; operative 3-3-94 (Register 94, No. 9). A Certificate of Compliance must
be transmitted to OAL by 7-1-94 or emergency language will be repealed by
opcration of law on the following day.

4. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6-7 94 and

filed 7 14-94 (Register 94, No. 28).

(5]

§ 30265.1. Determination of Prior Dose. [Repealed]
NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
ence: Scctions 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety
Code.
HISTORY
1. New section 7-7-86; cffective thirticth day thereafier (Register 86, No. 28).
2. Change without regulatory cffect of subsection (b) (Register 87, No. 6).
3. Repealer filed 3 3 94 as an emergency; operative 3- 3 94 (Register 94, No. 9).
A Certiticatc of Compliance must be transmitted to OAL by 7- 1 94 or emer-
geney language will be repealed by operation of law on the following day.

4. Certificate of Compliancc as to 3—-3--94 order transmitted to OAL 6-7-94 and
filed 7- 14 94 (Register 94, No. 28).

§ 30266. Exposure of Individuals to Concentrations of
Radioactive Material in Controlled Areas.
[Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Heaith and Safcty Code. Refer-

encce: Scctions 25801, 25802, 25811, 25815, 25875 and 25876, Health ad Safety

Code.

HisToRrRY

. Amendment filed 7-7-86; cffective thirticth day thereafter (Register 86, No. 8).

2. Change without regulatory cffcet of NoOTE (Register 88, No. 6).

3. Repealer and amendment of NOTE filed 3-3-94 as an cmcergency; operative
3 3 94 (Register 94, No. 9). A Certificate of Compliance must be transmitted
to OAL by 7-1 94 or cmergency language will be repealed by operation of law
on the following day.

4. Certiticatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14- 94 (Register 94, No. 28).

§ 30268. Permissible Levels of Radiation in Uncontrolled
Areas. [Repealed]

NOTE: Authority cited: Sections 208 and 25811, Health and Safcty Code. Refer-
cncee: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisToRY

1. Change without regulatory cffect adding NoTr (Register 87, No. 11).

2. Change without regulatory cffect of subscction (a) (Register 88, No. 6).

3. Editorial correction of printing crror restoring inadvertantty delcted HISTORY 2
(Register 92, No. 34).

4. Repealer filed 3--3-94 as an emergency; operative 3 3 94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7--1-94 or cmer-
geney language will be repealed by operation of law on the following day.

5. Centificate of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7- 14 -94 (Register 94, No. 28).
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§ 30269. Concentrations in Effluents to Uncontrolied
Areas. [Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safcty Codc. Refer-
cnec: Scetions 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety
Code.

HisTORY

. Change without regulatory effect adding NOTE (Register 87, No. t1).

2. Change without regulatory cffect of subscction (a) (Register 88, No. 6).

. Editorial correction of printing crror restoring inadvertently deleted section
(Register 92, No. 34).

4. Repealer filed 3-3-94 as an emergency; operative 3-3-94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7--1-94 or emer-
geney language will be repealed by operation of law on the following day.

. Certiticate of Compliance as to 3-3-94 order transmitted to OAL 6--7-94 and
filed 7--14-94 (Register 94, No. 28).

§ 30275. Surveys and Tests.

(a) Each user shall make or cause to be made such surveys as are neces-
sary for compliance with all provisions of this regulation.

(b) Upon instruction from the Department or other official agency spe-
cifically designated by the Department, each user shall perform or cause
to have performed, and shall permit the Department or said agency to per-
form, such reasonable tests as the Department or said agency deems nec-
essary for the protection of life, health, or property, including, but not
limited to, tests of:

(1) Sources of radiation.

(2) Facilities whercin sources of radiation are used or stored.

(3) Radiation detection and monitoring instruments.

(4) Other cquipment and devices used in connection with utilization
or storage of sources of radiation,

(c) Each scaled source other than sources listed below, shall be tested
for contamination prior to initial usc and for leakage at least cvery six
months:

(1) Hydrogen 3 or krypton 85 sourccs.

(2) Scaled sources containing licensed radioactive material in gaseous
form.

(3) Source material.

(4) Sources containing radioactive material with a half lifc of 30 days
or less.

(5) Sourccs of beta - and/or gamma-emitting radioactive material with
an activity of 100 microcurics or Icss.

(6) Sources of alpha and/or neutron-cmitting radioactive material
with an activity of 10 microcuries or lcss.

In the absence of a certificate from a transferor indicating that a test has
been made prior to the transfer, the sealed source shall not be put into use
until tested. If there is reason to suspect that a source might have been
damaged, it shall be tested for leakage before further use. Contamination
and leak tests shall be capablc of determining the presence of 0.005 mi-
crocuries of removable contamination. When any contamination or Icak
test reveals the presence of 0.005 microcuries or more of removable con-
tamination the uscr shall immediately withdraw the source from use and
shall cause it to be decontaminated and repaired or to be disposed of in
accordance with applicable provisions of Group 2 of this subchapter.
Two copies of a report shall be filed, within 5 days of the test, with the
Department or other official ageney specifically designated by the De-
partment, describing the source involved, the test results, and the correc-
tive action taken.

(d) The test sample shall be taken from the surface of the source, or
source holder, or from the surfacc of the device in which the source is
stored or mounted and on which onc might cxpect contamination to accu-
mulate. Where scalcd sources are permanently mounted in devices or
equipment, alternatc tcsts for contamination and leakage may be ap-
proved by the Department.

(e) Tests for contamination and leakage, decontamination, and repair
of sealed sources shall be performed only by persons specifically autho-
rized by the Department to do so in accordance with provisions of Group
2 of this subchapter.

() Records of lcak tests shall be maintained as specified in United
States, title 10, Codc of Federal Regulations, part 20, subpart L as incor-
porated by reference in section 30253..

i
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NOTE: Authority cited: Scetions 208 and 25811, Health and Safety Code. Refer-
cence: Sections 25801, 25802, 25815, 25875 and 25876, Health and Safcty Code.
HISTORY
1. Repealer of article 4 and new article 4 (scetions 30275 through 30281) filed
11-29-65; cffective thirticth day thercafter (Register 65, No. 23). For former
article 4, sec Register 62, No. 1.

2. Change without regulatory cffect adding NOTE (Register 87, No. 11).

. Amendment filed 11-4-91; operative 12—4-91 (Register 92, No. ).

4, Editorial corrcetion of printing error restoring inadvertantly deleted article
heading (Register 92, No. 34).

5. Repealer of article heading and amendment of subsection (f) filed 3-3-94 as
an cmergency; operative 3-3-94 (Register 94, No. 9). A Certificatc of Com-
pliancc must be transmitted to OAL by 7—-1-94 or cmergency language will be
repealed by operation of law on the following day.

6. Certificatc of Compliance as to 3—3-94 order transmitted to OAL 6-7--94 and
filed 7-14-94 (Register 94, No. 28).

)

§ 30276. Personnel Monitoring. [Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safety Code. Refer-
cnce: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HISTORY

1. Change without rcgulatory cffcet adding NOTE (Register 87, No. 11).
2. Amendment of subscction (a), new subscetion (b) and subscction renumbering
filed 10-10-91; opcrative 11-9-91 (Register 91, No. 52).

3. Repealer filed 3-3-94 as an emergeney; operative 3-3-94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7-1-94 or cmer-
geney language will be repealed by opceration of law on the following day.

4. Certificatc of Compliance as to 3—3-94 order transmitted to OAL 6--7-94 and
filed 7--14-94 (Register 94, No. 28).

§ 30277. Bio—Assays and Medical Review. [Repealed]
NOTE: Authority cited: Scctions 208 and 2581 1, Health and Safcty Code. Refer-
cnee: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTory
1. Amcndment filed 9-4-73 as an emergency; cffective upon filing (Register 73,
No. 36). Approved by Statc Building Standards Commission 11-30-73.

2. Certificatc Compliance filed 12-28-73 (Register 73, No. 52).

3. Change without regulatory cffect adding NOTE (Register 87, No. 11).

4. Repealer filed 3-3-94 as an emergency; operative 3-3-94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7-1-94 or cmer-
geney language will be repealed by operation of law on the following day.

. Certificatce of Compliance as to 3—-3--94 order transmitted to OAL 6-7-94 and
filed 7 -14-94 (Register 94, No. 28).

w

§ 30278. Caution Signs and Labels. [Repealed]

NOTE: Authority cited: Sections 208 and 25811, Health and Safety Code. Refer-
ence: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTorY
1. Amendment filed 11-16-67; cffcetive thirticth day thercafter (Register 67,

No. 46).

2. Change without regulatory cffcet adding NOTE (Register 87, No. 10).

3. Repealer filed 3--3-94 as an emergency; operative 3-3-94 (Register 94, No. 9).
A Certificatc of Compliance must be transmitted to OAL by 7-1-94 or emer-
geney language will be repealed by operation of law on the following day.

4. Certificatc of Compliance as to 3—3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30278.1. Removal of Caution Labels from Empty
Containers.

Each user shall, prior to disposal of an empty uncontaminated contain-
er to unrestricted areas, remove or deface the radioactive material label
or otherwise clearly indicate that the container no longer contains radio-
active materials.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Sections 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safcty
Codc; and 10 CFR 20. 203 (£)(4) (43 FR 22171).

HISTORY

1. New scction filed 3—-6—87; cffective upon filing pursuant to Government Code
Scction 11346.2(d) (Register 87, No. 10).

§ 30279. Special Requirements for High Radiation Areas
and Radiation Machines Capable of Producing
High Radiation Areas. [Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safety Code. Refer-
cnce: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
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HisTory

1. Amendment filed 7-22-71; cffective thirticth day thercafter (Register 71, No.
30).

2. Change without rcgulatory cffect adding NoTe (Register 87, No. 11).

3. Repealer filed 3-3-94 as an emergencey; operative 3—3--94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7-1-94 or emer-
geney language will be repealed by operation of law on the following day.

4. Certificate of Compliance as to 3—-3--94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30279.1. Additional Special Requirements for Very High
Radiation Areas. [Repealed]

NOTE: (1) Authority cited: Scetions 208 and 25811, Health and Safety Code. Ref-
crence: Scctions 25801,25802, 25811, 25875 and 25876, Health and Safety Code.
History

1. New scetion 7-7-86; cffective thirticth day thercafter (Register 86, No. 28).

2. Change without regulatory cffect of NoTE (Register 88, No. 6).

3. Repealer and amendment of NOTE filed 3-3-94 as an cmergency; operative
3-3-94 (Register 94, No. 9). A Certificate of Compliance must be transmitted
to OAL by 7-1-94 or ecmergency language will be repealed by operation of law
on the following day.

4. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30280. Notices, Instructions, and Reports to Personnel.
[Renumbered]
NOTE: Authority cited: Scction 208 and 25811, Health and Safety Code. Refer-

cncc: Scetions 25801, 25802, 25811, 25815, 25826, 25875 and 25876, Health and
Safety Code.
HisTory

. Amendment filed 8-19-75 as an emergency; cffective upon filing (Register 75,
No. 34). Approved by CAL/OSHA Standards Board 12-16-75.

2. Certificatc of Compliance filed 11-28-75 (Register 75, No. 48).

. Amendment filed 7-7-86; cffcctive thirticth day thercafter (Register 86,
No. 28).

4. Change without rcgulatory cffect of subscctions (b)(4) and (b)(6)(B) (Register
88, No. 6).

. Renumbering of former scction 30280 to new scetion 30255 filed 3-3--94 as an
emergencey; operative 3--3-94 (Register 94, No. 9). A Certificate of Compliance
must be transmitted to OAL by 7-1--94 or emergency language will be repealed
by opcration of law on the following day.

6. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14 -94 (Register 94, No. 28).

§ 30281.

W

w

Storage and Control of Radioactive Material.
[Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safety Code. Refer-
ence: Scetions 25801, 25802, 25811, 25875 and 25876, Health and Safcty Code.
HisTory
1. Amcm)imcnts filed 7-7-86; cffeetive thirticth day thereafter (Register 86,

No. 28).

2. Repealer filed 3-3--94 as an emergency; operative 3--3-94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7-1-94 or cmer-
geney language will be repealed by operation of law on the following day.

3. Certificatc of Compliance as to 3~3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30282. Procedures for Opening Packages. [Repealed]

NOTE: Authority cited: Sections 208 and 25811, Health and Safety Codc. Refer-

ence: Sections 25801, 25802, 25815, 25875 and 25876, Health and Safcty Code.

HisTORY

1. New scction filed 6-19-73; cffcctive thirticth day thercafter (Register 73,
No. 25).

2. Change without regulatory cffect adding NoTE (Register 87, No. 11).

3. Repealer filed 3-3--94 as an emergency; operative 3-3--94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7-1-94 or cmer-
geney language will be repealed by operation of law on the following day.

4. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14--94 (Register 94, No. 28).

§ 30285. General Requirement. [Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safety Code. Refer-
cncc: Scctions 25801, 25802, 25811, 25812 and 25815, Health and Safety Code.
History
1. Repealer of article 5 and new article 5 (sections 30285, 30287, 30288) filed
11-29-65; cffective thirticth day thercafter (Register 65, No. 23). For former

article 5, sce Register 62, No. 1.

2. Amendment filed 6-18-87; operative 7-18-87 (Register 87, No. 28).
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(]

. Repealcer of article heading and section f iled 3—3-94 as an emergency; opera-
tive 3 3 94 (Register 94, No. 9). A Certificatc of Compliance must be trans-
mitted to OAL by 7-1-94 or emcergency language will be repealed by operation
of law on the following day.

4. Certificate of Compliancc as to 3--3-94 order transmitted to OAL 6-7-94 and

filed 7-14-94 (Register 94, No. 28).

§ 30287. Disposal by Release into Sanitary Sewerage
Systems. [Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Codc. Refer-
encc: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTORY

1. Change without regulatory cffect adding NoTE (Register 87, No. 11).

2. Repealer filed 3-3-94 as an emergency; operative 3 3 94 (Register 94, No. 9).
A Certificate of Compliancc must be transmitted to OAL by 7-1-94 or emer-
geney language will be repealed by operation of law on the following day.

3. Certificate of Compliance as to 3-3-94 order transmitied to OAL 6-7 -94 and
filed 7-14-94 (Register 94, No. 28).

§ 30288. Disposal by Burial in Soil. [Repealed]

HisTORY
1. Repealer filed 7-7-86; effective thirticth day thercafter (Register 86, No. 28).

§ 30289. Treatment or Disposal by Incineration. [Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-

cnee: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safcty Codc.

HisTORY
. New scetion filed 7-22-71; cffective thirticth day thereafter (Register 71, No.
30).

2. Change without rcgulatory cffect adding NOTE (Register 87, No. 11).

3. Repealer filed 3--3-94 as an emcergency; operative 3—3-94 (Register 94, No. 9).
A Certificatc of Compliance must be transmitted to OAL by 7 1-94 or cmer-
geney language will be repealed by opceration of law on the following day.

4. Certificatc of Compliancc as to 3--3--94 order transmitted to OAL 6-7-94 and
filed 7 14-94 (Register 94, No. 28).

Article 3.1. Records and Notification
§ 30293. Records.

(a) Each user shall kecp records showing the receipt, transfer, and dis-
posal of cach source of radiation which is subject to licensure or registra-
tion pursuant to groups 1.5 and 2 of this subchapter as follows:

(1) The user shall retain each rccord of receipt of a sourcc of radiation
as long as the source of radiation is possessed and for three years follow-
ing transfer or disposal of the source of radiation.

(2) The user who transferred the source of radiation shall retain each
rccord of transfer for three ycars after each transfer unless a specific re-
quirement in another part of the regulations in this subchapter dictates
othcrwise.

(3) The user who disposed of the radioactive material shall retain each
record of disposal of the radioactive material until the Department termi-
nates each license that authorizes disposal of the radioactive material.

(b) The user shall retain each record that is required by the regulations
in this subchapter or by license condition for the period specified by the
appropriate regulation or license condition. If a retention period is not
otherwisc specified by regulation or license condition, the record shall be
retained until the Department terminates each license that authorizes the
activity that is subject to the recordkeeping requirement.

(¢) Records which shall be maintaincd pursuant to this subchaptcr may
be the original or a reproduced copy or microform if such reproduced
copy or microform is duly authenticated by authorized personnel and the
microform is capable of producing a clear and legible copy after storage
for the period specified by department regulations. The record may also
be stored in electronic media with the capability for producing legible,
accurate, and complete records during the required retention period. Re-
cords such as letters, drawings, specifications, shall include all pertinent
information such as stamps, initials, and signaturcs. The licensce shall
maintain adequate safeguards against tampering with and loss of records.

(d) If there is a conflict between the Department’s regulations in this
subchaptcr, license condition, or other written Department approval or
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authorization pertaining to the retention period for the same type of re-
cord, the retention period specified in the regulations in this subchapter
for such records shall apply unless the Department, pursuant to 30104,
has granted a specific exemption from the record retention requirements
specified in the regulations in this subchapter.

(e) Prior to license termination, each licensee authorized to possess ra-
dioactive matcrial with a half-life greater than 120 days, in an unsealed
form, shall, if rcquested by the Department, forward the following re-
cords to the Dcepartment:

(1)Records of disposal of licensed material made under Title 10, Code
of Federal Regulations, sections 20.2002, 20.2003, 20.2004, 20.2005, in-
corporatcd by rcference in section 30253; and

(2) Records required by Title 10, Code of Federal Regulations section
20.2103(b)(4), incorporated by reference in section 30253.

(f) If licensed activities are transferred or assigned in accordance with
section 30194(c), each licensee authorized to possess radioactive materi-
al, with a half lifc greater than 120 days, in an unsealed form, shall trans-
fer the following records to the new licensee and the new licensee will
be responsible for maintaining these records until the license is termi-
nated:

(1) Records of disposal of licensed material madc under Title 10, Code
of Federal Regulations, sections 20.2002,20.2003, 20.2004, 20.2005, in-
corporated by reference in scetion 30253; and

(2) Records required by Title 10, Code of Federal Regulations, section
20.2103(b)(4), incorporated by reference in section 30243,

(g) Prior to license termination, each licensee shall, if requested by the
Department, forward the records required by section 30256(a) to the De-
partment.

NOTE: Authority cited: Sections 100275 and 115000, Health and Safcty Codc.
Reference: Sections 114965, 114970, 115105, 115110, and 115235, Hcalth and
Safety Code.

HisTorY

1. New article 3.1 (scctions 30293 and 30295) and scction filed 9-9 97; opcrative
10-9-97 (Register 97, No. 37). For prior history, scc Register 94, No. 28.

§ 30294. Reports of Theft or Loss of Sources of Radiation.
[Repealed]

NOTE: Authority cited: Scetions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTorY
1. Amendment of subscctions (a) and (c) filed 619 73; cffective thirticth day

thercafter (Register 73, No. 295).
2. A/‘\)mcndmcnl filed | 22 76; cffective thirticth day thercafter (Register 76, No.
. Amendment filed 6 18 87; operative 7-18-87 (Register 87, No. 28).
. Repealer filed 3-3-94 as an cmergency; operative 3 3 94 (Register 94, No. 9).

A Certificatc of Compliance must be transmitted to OAL by 7 -1 94 or cmer-
gencey language will be repealed by operation of law on the following day.

. Certificatc of Compliancc as to 3—-3-94 order transmitied to OAL 6 7 94 and
filed 7-14-94 (Register 94, No. 28).

B
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§ 30295. Notification of Incidents.

(a) Each user shall notify the Department as soon as possible but not
later than four hours after the discovery of an event that prevents immedi-
atc protcctive actions necessary to avoid cxposures to radiation or radio-
active matcrials that could exceed regulatory limits.

(b) Each user shall notify the Department within 24 hours after the dis-
covery of any of the following cvents involving radiation or radioactive
materials:

(1) An unplanned contamination event involving liccnsed radioactive
material that:

(A) Requires access to the contaminated area by workers or the public,
to be restricted for more than 24 hours by imposing additional radiolog-
ical controls or by prohibiting entry into the arca;

(B) Involvces a quantity of material greater than five times the lowest
annual limit on intake specified in Appendix B of Title 10, Code of Feder-
al Regulations, part 20, incorporated by refercnce in section 30253 for
the material; and
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(C) Has access to the area restricted for a reason other than to allow
isotopes with a half-life ofless than 24 hours to decay prior to decontami-
nation.

(2) An event in which equipment is disabled or fails to function as de-
signed when:

(A) The equipment is required by regulation or license condition to
prevent releases exceeding regulatory limits, to prevent exposures to ra-
diation and radioactive materials exceeding regulatory limits, or to miti-
gate the consequences of an accident;

(B) The equipment is required to be available and operable when it is
disabled or fails to function; and

(C) No redundant equipment is available and operable to perform the
required safety function.

(3) An event that requires unplanned medical treatment at a medical
facility of an individual with spreadable radioactive contamination on the
individual’s clothing or body.

(4) An unplanned fire or explosion damaging any licensed material or
any device, container, or equipment containing licensed material when:

(A) The quantity of material involved is greater than five times the
lowest annual limit on intake specified in Appendix B of Title 10, Code
of Federal Regulations, part 20, incorporated by reference in section
30253 for the material; and

(B) The damage affects the integrity of the licensed material or its con-
tainer.

(c) Reports made by users in response to the requirements of this sec-
tion shall be made as follows:

Each user shall make reports required by subsections (a) and (b) by
telephone to the Department. To the extent that the information is avail-
able at the time of notification, the information provided in these reports
shall include:

(1) The caller’s name and call back telephone number;

(2) A description of the event, including date and time;

(3) The exact location of the event;

(4) The isotopes, quantities, and chemical and physical form of the li-
censed material involved; and

(5) Any personnel radiation exposure data available.

(d) Each user who makes a report required by this section shall submit
a written follow-up report within 30 days of the initial report. These writ-
ten reports shall be sent to the Department and include:

(1) A description of the event, including the probable cause and the
manufacturer and model number (if applicable) of any equipment that
failed or malfunctioned;

(2) The exact location of the event;

(3) The isotopes, quantities, and chemical and physical form of the li-
censed material involved;

(4) Date and time of the event;

(5) Corrective actions taken or planned and the results of any evalua-
tion or assessment; and

(6) The extent of exposure of individuals to radiation or to radioactive
materials without identification of individuals by name.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Hcalth and Safcty Code. Reference: Sections 114965, 114970, 115105, 115110,
and 115235, Health and Safety Code.
HISTORY
1. New scction filed 9-9--97; operative 10-9--97 (Register 97, No. 37). For prior
history, scc Register 94, No. 28.

2. Amendment of section and NoTE filed 4-11-2008; operative 5-11-2008 (Reg-
ister 2008, No. 15).

§ 30297. Reports of Overexposures and Excessive Levels
and Concentrations. [Repealed]

NOTE: Authority cited: Sections 208 and 25811, Health and Safety Code. Refer-
cnce: Scctions 25801, 25802, 25815, 25875 and 25876, Hcalth and Safety Code.
HisTory
1. New subscctions (c¢) and (d) filed 5-13-69; cffective thirticth day thereafter

(Register 69, No. 20).

2. Amendment of subscctions (a) and (b) filed 10-12-72; cffective thirtieth day
thereafter (Register 72, No. 42).
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3. Amendment of subscction (a) filed 1-22-76; cffective thirticth day thercafter
(Register 76, No. 4).

4. Amendment of subscction (a) filed 6-18-87; opcrative 7-18-87 (Register 87,
No. 28).

5. Repealer filed 3--3-94 as an emergeney; operative 3-3-94 (Register 94, No. 9).
A Certificate of Compliancc must be transmitted to OAL by 7-1-94 or cmer-
gencey language will be repealed by operation of law on the following day.

6. Certificatc of Compliance as to 3--3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30298. Vacating Installations. [Renumbered]

NOTE: Authority cited: Sections 208 and 25811, Health and Safety Code. Refer-
cnce: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTorY

1. Change without regulatory cffect adding NoTE (Register 87, No. 11).

2. Renumbering of former scetion 30298 to new section 30256 filed 3-3-94 as an
emergency; operative 3-3-94 (Register 94, No. 9). A Certificate of Compliance
must be transmitted to OAL by 7-1-94 or cmergeney language will be repealced
by opcration of law on the following day.

3. Certificate of Compliance as to 3-3-94 ordcr transmitted to OAL 6-7 -94 and
filed 7--14-94 (Register 94, No. 28).

§ 30299. Bankruptcy Notification. [Renumbered]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scctions 28501, 28502, 25815, 25860, 25863, 25875 and 25876, Health and
Safcty Codc.

HisTory

1. New section filed 4-19-91; operative 5-19-91 (Register 91, No. 20).

2. Renumbering of former section 30299 to ncw scction 30257 filed 3-3-94 as an
cmergency; operative 3--3-94 (Register 94, No. 9). A Certificate of Compliance
must be transmitted to OAL by 7-1-94 or cmcergency language will be repealed
by operation of law on the following day.

3. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

Article 4. Special Requirements for the Use
of X—Ray in the Healing Arts

§ 30305. General Provisions.

(a)(1) This article pertains to use of X—rays in medicine, dentistry, os-
teopathy, chiropractic, podiatry, and veterinary medicine. The provi-
sions of this article are in addition to, and not in substitution for, other
applicable provisions of this regulation and of Group 1 of this subchapter.

(2) Any existing machine or installation need not be replaced or sub-
stantially modified to conform to the requirements of this regulation pro-
vided that the user demonstrates to the Department’s satisfaction
achievement of equivalent protection through other means.

(3) No person shall make, sell, lease, transfer, lend, or install X—ray or
fluoroscopic equipment or the supplies used in connection with such
equipment unless such supplies and equipment, when properly placed in
operation or properly used, will meet the requirements of this regulation.
This includes responsibility for the delivery of cones or collimators, fil-
ters, adequate timers and fluoroscopic shutters (where applicable).

(4) For X—ray equipment manufactured after July 31, 1974, the user
shall provide sufficient maintenance to keep the equipment in com-
pliance with all applicable radiation protection sections of the Code of
Federal Regulations, Title 21, Chapter 1, Subchapter J, Part 1020, Sec-
tions 1020.30, 1020.31, and 1020.32.

(5) Each installation shall be provided with such primary barriers and/
or secondary barriers as are necessary to ensure compliance with title 10,
Code of Federal Regulations, part 20, (10 CFR 20) subparts C and D in-
corporated by reference in section 30253. Special requirements are con-
tained in title 24, California Code of Regulations, Part 2, Chapter 31C,
sections 3101C through 3104C.

(b) Use.

(1) The user shall assure that all X-ray equipment under his jurisdic-
tion is operated only by persons adequately instructed in safe operating
procedures and competent in safe use of the equipment.

(2) The user shall provide safety rules to each individual operating X
ray equipment under his control, including any restrietions of the operat-
ing technique required for the safe operation of the particular X-ray ap-
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paratus, and requirc that the operator demonstrate familiarity with these
rules.

(3) No user shall operate or permit the operation of X--ray cquipment
unless the equipment and installation meet thc applicable requirements
of these regulations and arc appropriate for the procedures to be per-
formed.

(4) Deliberate exposure of an individual to the useful beam for training
or demonstration purposes shall not be permitted unless there is also a
medical or dental indication for the exposurc and the exposure is pre-
scribed by a physician or dentist.

(c) Arcas or rooms that contain pecrmanently installed X ray machines
as the only source of radiation shall be posted with a sign or signs

CAUTION
X-RAY
in lieu of other signs required by the United States, title {0, Code of Fed-
eral Regulations, part 20, scction 20.1902 as incorporated by reference
in scction 30253.

(d) High radiation areas caused by radiographic and fluoroscopic ma-
chines uscd solely in the healing arts and which are in compliance with
the access control and signal requirements of title 24, California Code of
Regulations, Part 2, Chapter 31C, sections 3101C through 3104C shall
be exempt from the access control and signal requirements of 10 CFR 20,
scetion 20.1601 as incorporated by reference in section 30253.

NOTE: Authority cited: Scctions 100275, 114975, 115000, 131051, 131052,
131055 and 131200, Hcalth and Safety Code. Reference: Sections 114965,
114970, 115000 and 115060, Health and Safcty Code.

HisTORY

. Amendment filed 3--5-71; effective thirticth day thercafter. Approved by State
Building Standards Commission 2- 26 71. (Register 71, No. 10).

2. Renumbering and amendment filed 9-4-73 as an cmergencey; cffective upon fil-
ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30-73.

. Certificate of Compliancc tiled 12-28-73 (Register 73, No. 52).

. Amendment filed 6-24-80; cffective thirticth day thercafter (Register 80, No.
206).

5. New subsection (a)(5) and repealer of subscction (c¢) filed 6-18-87; operative
7-18-87 (Register 87, No. 28).

. Amendment of article heading and new subsections (c¢) and (d) filed 3-3-94 as
an cmergeney; operative 3-3-94 (Register 94, No. 9). A Certificate of Com-
pliancc must be transmitted to OAL by 7—-1-94 or cmergency language will be
repealed by operation of law on the following day.

. Certificate of Compliance as to 3-3 94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

. Change without regulatory cffect amending subscctions (a)(5) and (d) and
amending NOTE filed 11 12 2009 pursuant to scction 100, title 1, California
Code of Regulations (Register 2009, No. 46).

§ 30305.1. Quality Assurance General Provisions.

(a) Each user subject to this article, as specified in section 30305(a)(1),
who performs radiography shall assure that:

(1) Radiographic films are stored, handled, and processed in accor-
dance with manufacturers’ recommendations. Expired film may not be
used for clinical purposes.

(2) Intensifying screens, grids, viewers, film processing equipment,
chemicals, and solutions are stored, used, and maintained in accordance
with manufacturers’ rccommendations.

(3) Foreach X ray machine, a technique chart is provided which esta-
blishes for each view commonly performed:

(A) Paticnt size versus selectable exposure factors;

(B) Source -to-Image distance (if not fixcd);

(C) Grid data;

(D) Film/Screen combination; and

(E) Paticnt shielding (it appropriatc).

NOTE: Authority cited: Sections 114975, 115000, 115060, 115061, 131051,

131052, 131055 and 131200, Health and Safety Code. Reference: Scctions

114965, 114970, 115000, 115060 and 115061, Health and Safcty Code.

HisTORY
1. New scction filed 9 4 2012; operative 10-4-2012 (Register 2012, No. 36).
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§ 30306. Definitions.

(a) “Automatic exposure control” means a device which automatically
controls onc or more technique factors in order to obtain at a presclected
location(s) a required quantity of radiation.

(b) “Cineradiography” means the making of a motion picturc record
of the successive images appearing on a fluorcscent screen.

(c) “Contact therapy” means irradiation of accessible lesions usually
employing a very short source—skin distance and potentials of 40 50 KV.

(d) “Dead-man switch” means a switch so constructed that a circuit
closing contact can only be maintained by continuous pressure by the op-
erator.

(e) “Diagnostic-type tube housing” means an X- ray tube housing so
constructed that the lcakage radiation measured at a distance of 1 meter
from the source cannot exceed 100 milliroentgens in 1 hour when the
tube is operated at its maximum continuous ratc of current for thc maxi-
mum rated tubc potential.

(f) “Filter” means material placed in the useful beam to absorb prefer-
entially the less penctrating radiations.

(g) “Interlock” means a device for preciuding access to an arca of radi-
ation hazard either by preventing entry or by automatically removing the
hazard.

(h) “Leakage radiation” means all radiation coming from within the
tube housing cxcept the useful beam.

(1) “Protective barrier” means a barrier of attenuating materials used
to reduce radiation exposure.

(J) “Primary protective barrier” means a barrier sufficient to attenuate
the useful beam to the required degrec.

(k) “*Scattered radiation” means radiation that, during passage through
matter, has been deviated in direction.

(/) “Secondary protective barricr” means a barricr sufficient to attenu-
ate stray radiation to the required degree.

(m) “Shutter” means a device, generally of lead, fixed to an X ray tube
housing to intercept the uscful beam.

(n) “Stray radiation”” means radiation not serving any useful purpose.
It includes leakage and scattered radiation.

(o) “Therapeutic—type tube housing” means,

(1) For X--ray therapy equipment not capable of operating at 500 kVp
orabove, an X ray tube housing so constructed that the leakage radiation
at a distance of [ meter from the source does not exceed 1 roentgen in an
hour when the tube is operated at its maximum rated continuous current
for the maximum rated tube potential.

(2) For X ray therapy equipment capable of operating at 500 kVp or
above, an X-ray tubc housing so constructed that the leakage radiation
at adistance of | meter from the source does not exceed either | roentgen
in an hour or 0.1 percent of the useful beam dose rate at | meter from the
source, whichever is greater, when the machine is operated at its maxi-
mum rated continuous current for the maximum rated aceelerating poten-
tial.

(3) Ineither case, small arcas of reduced protection are acceptable pro-
vided the average reading over any 100 square centimeters area at | meter
distance from the source does not exceed the values given above.

(p) “Useful beam” means that part of the radiation which passes
through the window, aperture, cone, or other collimating device of the
tube housing. (T17-30306--T24).

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnee: Scetions 25801, 25802, 25811 and 25815, Health and Safety Code.
HisTORY
1. Renumbering and amendment filed 9 4 73 as an emergency; cffective upon fil-
ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30-73.
2. Certificate of Compliance filed 12-28-73 (Register 73, No. 52).

3. Amendment of subscction (c) filed 6--18 - 87; operative 7 18 87 (Register 87,
No. 28).
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§ 30307. Fluoroscopic Installations

(a) Equipment.

(1) The tube housing shall be of diagnostic type.

(2) The target-to—panel or target—to—table top distance should not be
less than 18 inches and shall not be less than 12 inches.

(3) The total filtration permanently in the useful beam shall not be less
than 2.5 millimeters aluminum equivalent. This requirement may be as-
sumed to have been met if the half—value layer is not less than 2.5 milli-
meters aluminum at normal operating voltages.

(4) The equipment shall be so constructed that the entire cross—section
ofthe useful beam is attenuated by a primary barrier. This barrier is usual-
ly the viewing device, either a conventional fluoroscopic screen or an
image intensification mechanism.

(A) The lead equivalent of the barrier of conventional fluoroscopes
shall be at least 1.5 millimeters for equipment capable of operating up to
100 kVp, at least 1.8 millimeters for equipment whose maximum operat-
ing potential is greater than 100 kVp and less than 125 kVp, and at least
2.0 millimeters for equipment whose maximum operating potential is
125 kVp or greater. Special attention must be paid to the shielding of
image intensifiers so that neither the useful beam nor scattered radiation
from the intensifier can produce a radiation hazard to the operator or per-
sonnel. With the fluorescent screen 14 inches (35 cm) from the panel or
table top, the exposure rate 2 inches 5 cm) beyond the viewing surface
of the screen shall not exceed 30 mR/hr for each R per minute at the table
top with the screen in the useful beam without a patient and with the fluo-
roscope operating at the highest potential employed.

(B) Collimators shall be provided to restrict the size of the useful beam
to less than the area of the barrier. For conventional fluoroscopes this re-
quirement is met if, when the adjustable diaphragm is opened to its fullest
extent, an unilluminated margin is left at all edges of the fluorescent
screen with the screen centered in the beam at a distance of 35 cm (14 in-
ches) from the panel or table top.

For image intensified fluoroscopy, shutters shall be provided which
can be adjusted to restrict the X—ray field to the visible portion of the
image receptor during fluoroscopy. For systems employing rectangular
X-ray fields and circular image receptors, this requirement is met if the
collimated beam forms a square which circumscribes, and is tangent to,
the circular margin of the image receptor.

(C) The tube mounting and the carrier shall be so linked together that
the carrier always intercepts the entire useful beam. The X-ray exposure
shall automatically terminate when the carrier is removed from the useful
beam.

(D) Collimators and adjustable diaphragms or shutters to restrict the
size of the useful beam shall provide the same degree of protection as is
required of the tube housing.

(5) The exposure switch shall be of the dead—man type.

(6) Each fluoroscopic unit shall be equipped with a manual-reset cu-
mulative timing device, activated by the exposure switch, which will ei-
ther indicate elapsed exposure time by a signal audible to the fluorocopist
or turn off the apparatus when the total exposure exceeds a predeter-
mined limit not exceeding five minutes in one or a series of exposures.

(7) Useful beam exposure rate.

(A) All fluoroscopic equipment. For routine fluoroscopy, the exposure
rate measured at the point where the center of the useful beam enters a
typical patient shall be as low as is practicable and shall not exceed
5 roentgens per minute under the conditions specified herein. This limit
shall not apply during magnification procedures or the recording of fluo-
roscopic images where higher exposure rates are required. Compliance
with this paragraph shall be determined using the measuring specifica-
tions of Section 30307(a)(7)(D), plus the following procedures when the
automatic exposure rate control is used:

1. The useful beam exposure rate shall be measured with a phantom
cquivalent to 9 inches of water or 7 7/8 inches of lucite, intercepting the
entire useful beam.

2. If the X—ray source is below the table, the X—ray exposure rate shall
be measured with the nearest part of the imaging assembly located at 14
inches above the table top.
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3. The field size at the point of exposure rate measurement shall be at
least 6 1/4 square inches in area in the plane perpendicular to the central
ray.

(B) Fluoroscopic equipment manufactured after August 1, 1974, and
equipped with automatic exposure rate controls. Fluoroscopic equip-
ment which is provided with automatic exposure rate control shall not be
operable at any combination of tube potential and current which will re-
sult in an exposure rate in excess of 10 roentgens per minute at the point
where the center of the useful beam enters the patient, except during re-
cording of fluoroscopicimages, or when an optional high level control is
provided. When so provided, the equipment shall not be operable at any
combination of tube potential and current which will result in an expo-
sure rate in excess of 5 roentgens per minute at the point where the center
of the useful beam enters the patient unless the high level control is acti-
vated. Special means of activation of high level controls shall be re-
quired. The high level control shall only be operable when continuous
manual activation is provided by the operator. A continuous signal audi-
ble to the fluoroscopist shall indicate that the high level control is being
employed.

(C)Fluoroscopic equipment manufactured after August 1, 1974, with-
out automatic exposure rate controls. Fluoroscopic equipment which is
not provided with automatic exposure rate control shall not be operable
at any combination of tube potential and current which will result in an
exposure rate in excess of 5 roentgens per minute at the point where the
center of the useful beam enters the patient, cxcept during recording of
fluoroscopic images, or when an optional high level control is activated.
Special means of activation of high level controls shall be required. The
high level control shall only be operable when continuous manual activa-
tion is provided by the operator. A continuous signal audible to the fluo-
roscopist shall indicate that the high level control is being employed.

(D) Measuring useful beam exposure rate compliance.

1. If the X—ray tube is below the table, the exposure rate shall be mea-
sured 1 centimeter above the tabletop or cradle.

2. If the X-ray tube is above the table, the exposure rate shall be mea-
sured at 30 centimeters above the tabletop with the end of the beam-li-
miting device or spacer positioned as closely as possible to the point of
measurement.

3. In a C-arm type of fluoroscope, the exposure rate shall be measured
at 30 centimeters from the input surface of the fluoroscopic imaging as-
sembly.

(8) Mobile fluoroscopic equipment shall meet the requirements of this
section where applicable, except that:

(A) Inherent provisions shall be made so that the machine is not oper-
ated at a source-skin distance of less than 30 cm (12 inches).

(B) Image intensification shall always be provided. Conventional
fluoroscopic screens shall not be used.

(C) 1t shall be impossible to operate a machine when the collimating
cone or diaphragm is not in place.

(D) It shall be impossible to energize the useful beam of a mobile fluo-
roscope unless the entire useful beam is intercepted by the image recep-
tor.

(9) Devices which indicate the X-ray tube potential and current shall
be provided, and should be located in such a manner that the operator may
monitor the tube potential and current during fluoroscopy.

(10) A shielding device of at least 0.25 millimeters lead equivalent
shall be provided for covering the bucky-slot during fluoroscopy.

(11) Whenever practicable, protective drapes, or hinged or sliding
panels, of at least 0.25 millimeters lead equivalent shall be provided be-
tween the patient and the fluoroscopist to intercept scattered radiation
which would otherwise reach the fluoroscopist and others near the ma-
chine. Such devices shall not substitute for wearing of a protective apron.

(b) Operating Procedures.

(1) Protective aprons of at least 0.25 mm lead equivalent shall be worn
in the fluoroscopy room by each person, except the patient, whose body
is likely to be exposed to 5 mR/hr or more.

(2) On fluoroscopes with automatic exposure controls the operator
shall monitor the tube current and potential at least once each week to as-
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certain that they are in their usual ranges for a given set of opcrating pa-
rameters. This requirement may be met by adjusting the controls to usual
settings for fluoroscoping an average patient, and using a phantom of any
suitable material with attenuation roughly equivalent to six to ten inchcs
of water. Whenever the monitored tube current or potential vary in a way
which could increase the patient X—ray exposurc rate by more than 25%
over the latest exposurc rate measurement required by Scction
30307(b)(3), the cause(s) for the change shall be determined promptly
and the patient exposure rate shall be remeasurcd. On fluoroscopes with
manual exposure control only, the operator shall monitor the tube current
and potential at least once each day during use to ascertain that they are
within the normal ranges uscd by the facility. A written log shall be kept
of all monitored readings and shall include at least the tube current and
potential, the date, identification of the fluoroscope, and name of the per-
son who did the monitoring. Records of all monitored readings shall be
preserved at the facility for at least three years.

(3) Measurcments of the table top or patient exposure rate shall be
made at least once each year for units with automatic exposure control,
and at least once each 3 years for units without automatic exposure con-
trol, and immediately following alteration or replacement of a major
component, such as the X ray tube, the exposure controls, the imaging
assembly, and the power source.

(4) On cineradiography equipment, the exposurc rates to which pa-
tients are normally subjected shall be determined at least once cach year,
and immediatcly following altcrations or reptacement of a major compo-
nent, such as the X-ray tube, the exposure controls, the imaging assem-
bly, and the power source.

NOTE: Authority cited: Sections 102, 208 and 25811, Health and Safcty Code.
Relerence: Scctions 25801, 25802, 25811 and 25815, Health and Safety Code.

HISTORY

I. Renumbering and amendment filed 9—4--73 as an cmergency; cffective upon fil-
ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30--73.

2. Certificate of Compliance filed 12 28 -73 (Register 73, No. 52).

3. Amcndment filed 6 24 -80; effcctive thirticth day thereafter (Register 80, No.
26).

4. Amendment filed 6-18-87; operative 7-18- 87 (Register 87, No. 28).

§ 30308. Radiographic Installations (Other Than Dental
and Veterinary Medicine).

(a) Equipment.

(1) The tubc housing shall be of diagnostic type.

(2) Suitable devices (diaphragms, cones, adjustable collimators), ca-
pable of restricting the useful beam to the area of clinical intcrest shall
be provided to define the beam and shall provide the same degree of at-
tenuation as that required of the tube housing. Such devices shall be cali-
brated in terms of the size of the projected useful beam at specified sour-
ce film distances. For chest photofluorographic equipment, the
collimator shall restrict the beam to dimensions no greater than those of
the fluorographic screen. The field size indication on adjustablc collima-
tors shall be accurate to within 2 percent of the source—film distance. The
light field shall be aligned with the X-ray field with the same degree of
accuracy.

(3) For equipment manufactured prior to August 1, 1974, the alumi-
num equivalent of the total filtration in the useful beam shall be not less
than that shown in Table 1:

Table 1

Minimum Total Filter

Operating kVp (Inherent plus added)
Below SOKVp ... o 0.5 mm aluminum
SO-TOKVD o 1.5 mm aluminum

Above TO0KVD . 2.5 mm aluminum
For equipment manufactured on or after August 1, 1974, the half- va-
luc layer (HVL) of the useful beam for a given X-ray tube potential shall

not be less than the appropriate value specified in Table 2.
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Tablc 2

X ray tube voltage (kilovolt peak)
Designed Measured Minimum 11VL
Operating Range Minimum HVL (mm of Al)
Below S0 30 0.3

50to 70 50

Above 70 70

90
100
110
120
130
140
150
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(4) A device shall be provided to terminate the exposure after a pre - set
time or cxposure.

(5) A dead-man type of cxposure switch shall be provided and so ar-
ranged that it cannot be conveniently operated outside a shiclded arca,
cxcept that exposure switches for “spot film” devices used in conjunction
with fluoroscopic tables are excepted from this shielding requirement.

(6) The control panel shall include a device (usually a milliammeter)
to give positive indication of the production of X--rays whenever the X
ray tube is cnergized.

(7) The control panel shall include devices (labeled control scttings
and/or meters) indicating the physical factors (such as kVp, mA, expo-
sure time, or whether timing is automatic) used for the exposure.

(8) Machincs equipped with beryllium window X-ray tubes shall con-
tain keyed filter interlock switches in the tube housing and suitable indi-
cation on the control panel of the added filter in the useful beam if the total
filtration permanently in the useful beam is less than 0.5 mm aluminum
equivalent. The total filtration permanently in the useful beam shall be
clearly indicated on the tube housing.

(9) The aluminum equivalent of the table top when a cassette tray is
used under the table top, or the altuminum equivalent of the front pancl
of the vertical cassctte holder, shall not be more than 1 mm at 100 kVp.

(b) Operating Procedures.

(1) No individual occupationally exposed to radiation shall be per-
mitted to hold patients during exposures except during emergencics, nor
shall any individual be regularly used for this service. If the patient must
be held by an individual, that individual shall be protected with appropri-
ate shiclding devices such as protective gloves and apron and he shall be
so positioned that no part of his body will be struck by the useful beam.

(2) Only individuals required for the radiographic procedure shall be
in the radiographic room during exposure; and, except for the patient, all
such persons shall be equipped with appropriate protective devices.

(3) The radiographic ficld shall be restricted to the area of clinical in-
terest.

(4) Gonadal shiclding of not less than 0.5 mm lead equivalent shall be
used for patients who have not passed the reproductive age during radio-
graphic procedures in which the gonads are in the direct beam, except for
cases in which this would interferc with the diagnostic procedure.

(5) The opcrator shall stand behind the barrier provided for his protec-
tion during radiographic exposures.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-

cnce: Scctions 25801, 25802, 25811 and 25815, Health and Safety Code.
HISTORY

1. Renumbering and amendment filed 9- 4--73 as an cmergency; cffective upon fil-

ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30-73,

2. Certificate of Compliance filed 12-28-73 (Register 73, No. 52).
3. Amendment filed 6 18 87; operative 7-18-87 (Register 87, No. 28).

§ 30308.1. Quality Assurance for Radiographic
Installations (Other Than Mammography,
Dental, and Veterinary Medicine)

(a) Each user subject to this article, as specified in section 30305(a)(1),

who develops clinical radiographs for diagnostic purposcs with automat-
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ic film processors for other than mammographic, dental, or veterinary
use, shall assure all of the following:

(1) Each processor used to develop clinical radiographs is adjusted and
maintained to meet the manufacturer’s processing specifications for the
highest speed radiographic film used clinically.

(2) Measurements are performed each day before clinical radiographs
are processed, so as to determine that the processor is operating within
the following limits:

(A) The base—plus—fog density is within plus 0.05 of the operating lev-
el established with the highest speed radiographic film used clinically;

(B) The mid—density is within plus or minus 0.15 of the operating level
established with the highest speed radiographic film used clinically; and

(C) The density—difference is within plus or minus 0.15 of the operat-
ing level established with the highest speed radiographic film used clini-
cally.

(3) Tests are performed at intervals not to exceed three months to de-
termine that the residual fixer level retained in clinical radiographic films
is not more than 5.0 micrograms per square centimeter.

(4) Tests are performed at intervals not to exceed six months to deter-
mine that the optical density attributable to darkroom fog is not more than
0.05 when the highest speed of each type radiographic film used clinical-
ly, which has a mid—density of no less than 1.20 optical density, is ex-
posed on the counter top for one minute under typical darkroom condi-
tions with the safelight on.

(5) For any test result falling outside the criteria specified in this sec-
tion, the problem is identified and corrective action is taken before clini-
cal radiographs are processed.

(6) Records of the tests specified in this section, including the prob-
lems detected, corrective actions taken, and the effectiveness of those
corrective actions, are maintained for at least one year from the date the
test was performed.

NOTE: Authority cited: Scctions 114975, 115000, 115060, 115061, 131051,
131052, 131055 and 131200, Hcalth and Safcty Code. Reference: Scctions
114965, 114970, 115000, 115060 and 115061, Hcalth and Safcty Code.

HisTOoRY
1. New scction filed 9-4-2012; operative 10-4-2012 (Register 2012, No. 36).

§ 30309. Special Requirements for Mobile Radiographic
Equipment.

(a) Equipment.

(1) All requirements of Section 30308(a) apply except 30308 (a)(5)
and 30308 (a)(9).

(2) The exposure control switch shall be of the dead—man type and
shall be so arranged that the operator can stand at least 6 feet from the pa-
tient and well away from the useful beam.

(3) Inherent provisions shall be made so that the equipment is not oper-
ated at source—skin distanees of less than 12 inches.

(b) Operating Procedures.

(1) All provisions of Section 30308(b) apply except 30308(b)(5).

(2) The target—to—skin distance shall be not less than 12 inches.

(3) Personnel monitoring shall be required for all individuals operat-
ing mobile X—ray equipment.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scetions 25801, 25802, 25811 and 25815, Health and Safety Code.
HISTORY

1. Amendment filed 3--5-71; cffective thirticth day thereafter. Approved by State
Building Standards Commission 2-26-71. (Register 71, No. 10).

2. Renumbering and amendment filed 9-4-73 as an cmergency; cffective upon fil-
ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30-73.

3. Certificate of Compliance filed 12-28-73 (Register 73, No. 52).

4. Amendment of subscetion (b)(1) filed 6-18-87; operative 7-18-87 (Register
87, No. 28).

§ 30310. Special Requirements for Chest
Photofluorographic Installations.
(a) Equipment.
(1) All provisions of Section 30308 (a) apply.
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(2) A collimator shall restrict the useful beam to the area of the photo-
fluorographic screen.

(3) The incident X-ray exposure where the central ray enters the pa-
tient shall not exceed 200 milliroentgens per radiograph for the average
patient, and should not exceed 100 milliroentgens per radiograph.

(b) Operating Procedures.

(1) All provisions of Section 30308(b) apply.

NOTE: Authority cited: Sections 208 and 25811, Health and Safcty Code. Refer-
cnce: Scetions 25801, 25802, 25811 and 25815, Health and Safety Code.
HisTory
1. Amendment filed 3-5-71; cffective thirticth day thercafter. Approved by State
Building Standards Commission 2-26-71 (Register 71, No. 10).

2. Renumbering and amendment filed 9-4-73 as an cmergency; effective upon fil-
ing (Register 73, No. 36). Approved by Statc Building Standards Commission
11-30-73.

3. Certificatc of Compliance filed 12-28-73 (Register 73, No. 52).

4. Amendment filed 6—18-87; operative 7-18-87 (Register 87, No. 28).

§ 30311. Dental Radiographic Installations.

(a) Equipment.

(1) The tube housing shall be of diagnostic type.

(2) Diaphragms or cones shall be used for collimating the useful beam
and shall provide the same degree of protection as the housing.

(A) For intra—oral radiography the useful beam shall be restricted to
a diameter of not more than 7 cm (2.75 inches) at the surface of the skin.

(3) For intra—oral film exposures a cone or spacer frame shall provide
a target—to—skin distance of not less than 18 cm (7 inches) with apparatus
operating above 50 kVp or 10 cm (4 inches) with apparatus operating at
50 kVp or below.

(4) The total filtration permanently in the useful beam shall be equiva-
lent to at least 0.5 millimeters of aluminum for equipment operating be-
low 50 kVp, equivalent to at least 1.5 millimeters of aluminum for equip-
ment operating from 50 kVp through 70 kVp, and equivalent to at least
2.5 millimeters of aluminum for equipment operating above 70 kVp.

(5) A device shall be provided to terminate the exposure after a pre -set
time or exposure.

(6) The exposure control switch shall be of the dead—man type. [fa re-
cycling timer is employed it shall not be possible to make a repeat expo-
sure without release of the exposure switch to reset the timer.

(7) Each installation shall be provided with a protective barrier for the
operator or shall be so arranged that the operator can stand at least 6 feet
from the patient and well away from the useful beam.

(8) Mechanical support of the tube head and cone shall maintain the
exposurc position without drift or vibration.

(9) Panoramic installations. This part applies to those installations
which consist of a tube head with a collimator providing a narrow useful
beam and an extra oral film carrier which are interlocked in their motion
about the patient.

(A) All provisions of Section 30311 (a) apply except 30311 (a)(2)(A),
30311 (a)(3), 30311 (a)(10).

(10) Cephalometric installations.

(A) All provisions of Section 30311 (a) apply except 30311 (a)(2)(A),
30311 (a)3), and 30311 (a)(9).

(B) The radiographic field shall be restricted to the area of the image
receptor.

(11) The X-ray control panel shall include means for indicating X-ray
tube voltage (kVp), tube eurrent (mA), and exposure duration. The tube
voltage and current shall be indicated by meters or by control settings. A
milliammeter, a light or other device shall give clear and distinct visual
or audible indication to the operator when X-rays are being produced.

(b) Operating Procedures.

(1) No individual occupationally exposed to radiation shall be per-
mitted to hold patients or films during exposure, nor shall any individual
be regularly used for this service.

(2) During cach exposure, the operator shall stand at least 6 feet from
the patient or behind a protective barrier.

(3) Only the patient shall be in the useful beam.
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(4) Neither the tube housing nor the position indicating device (cone,
cylinder) shall be hand-held during exposure.
(5) Fluoroscopy shall not be used in dental examinations.
(6) Each patient undergoing dental radiography shall be draped with
a protective apron of not less than 0.25 millimeter lead—equivalent to
cover the gonadal area.
(7) For intra—oral and cephalometric radiography the X -ray beam and
the film shall be aligned very carefully with the area to be radiographed.
(8) Only persons required for the radiographic procedure shall be in
the radiographic room during exposures.
NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
ence: Scctions 25801, 25802, 25811 and 25815, Health and Safcty Code.
History
.Renumbering and amendment filed 9-4 73 as an emergency; ctfective upon fil-
ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30--73.

2. Certificate of Compliancc filed 12-28-73 (Register 73, No. 52).
3. Editorial correction (Register 74, No. 6).

4. Amendment filed 6 24--80; effcctive thirticth day thereafter (Register 80, No.
26).

5. Amendment filed 6-18-87; operative 7—18-87 (Register 87, No. 28).

§ 30311.1. Quality Assurance for Dental Radiography.

(a) Each user subjeet to this article, as specified in section 30305(a)(1),
using intra--oral film for dental radiography of human beings shall assure
all of the following:

(1) A reference film meeting the interpreting dentists’ criteria for
image density, contrast, sharpness and ovcrall quality is selected for use
in daily comparisons of dental radiographs.

(2) For cach day dental radiographs are processed, clinical radio-
graphs arc compared to the selected reference film for density, contrast,
sharpness, and overall image quality.

(3) Corrective action is taken when observable changes occur in ¢lini-
cal radiographic image density, contrast, sharpness and ovcrall quality.

(4) Records of the corrective actions taken, and the effectiveness of
those corrective actions, arc maintained for a minimum of onc year from
the date the corrective action was taken.

(5) Corrective action, as dirccted by the Department, is taken if the en-
trancc exposure to an adult patient for a routine intraoral bitewing exam
is found by the Department to be outside the ranges specified in the fol-
lowing table.

Tube Porcn’tial / “D Speed I or F7 Speed

(kVp)- Film (mR)3 Film (mR)?
50 425-575 220--320
55 350 500 190--270
60 310-440 165-230
65 270-400 140-200
70 240-350 120-170
75 170 260 100 -140
80 150230 90-120
85 130-200 80-105
90 120180 70 90
95 110160 60— 80
100 100 140 50- 70

ILinear cxtrapolation or intcrpolation shall be used for an x-ray tubc potential
(kVp) not listed in the table.

2The kVp shall be measured to detcrmine the correct cxposure limit to be applicd.
3ixposurcs valucs are specificd as free in air exposures without backscatter,

NOTE: Authority cited: Scctions 114975, 115000, 115060, 115061, 131051,
131052, 131055 and 131200, Hcalth and Safcty Code. Reference: Sections
114965, 114970, 115000, 115060 and 115061, Health and Safety Codc.

HiSTORY
1. New section filed 9-4--2012; operative 10 4 2012 (Register 2012, No. 36).

Page 202.2(q)

§ 30312. Therapeutic X—Ray Installations.

(a) Equipment.

(1) The tube housing shall be of therapeutic type.

(2) For equipment installed on or before August 1, 1979, permanent
diaphragms or cones uscd for collimating the useful beam shall afford the
same degree of protection as the housing. Adjustablec or removable
beam- dcfining diaphragms or cones shall transmit not more than 5 per-
cent of the useful beam obtained at the maximum kilovoltage and with
maximum treatment filter.

(3) For equipment installed after August 1, 1979, permanent beam -de-
fining devices or diaphragms shall afford the same degree of protection
as the housing. Adjustablc or interchangeable beam—defining devices
shall transmit no more than 2 percent of the uscful beam for the portion
of the useful beam which is to be attenuated by the beam limiting device.
Measurements shall be avcraged over an area up to but not exceeding 100
square centimeters at the normal treatment distance.

(4) Filters shall be secured in place to prevent them from dropping out
during treatment. A filter indication system shall b¢ used on all therapy
machines using interchangeable filters. It shall indicate, from the control
panel, or from the control station, the presence or absence of any filter
except compensating filters, and it shall be designed to permit casy iden-
tification of the filter in place. The filter slot shall be so constructed that
the radiation escaping through it does not excced 1 rocentgen per hour at
1 meter, or, if the patient is likcly to be exposed to radiation escaping from
the slot, 30 roentgens per hour at 5 centimeters from the external opening.
Each interchangeable filter shall be marked with its thickness and materi-
al.

(5) The X-ray tube shall be so mounted that it cannot turn or slide with
respect to the aperture.

(6) Means shall be provided to immobilize the tube housing during sta-
tionary portal treatment.

(7) A suitable exposure control device such as an automatic timer, ex-
posurc meter, or dose meter shall be provided to terminate the exposurc
after a presct time interval or preset exposure or dose limit. A timer shall
be provided to terminate the exposure after a preset time regardless of
what other exposure limiting devices are present. Mcans shall be pro-
vided for the operator to terminate the exposurc at any time.

(8) Equipment utilizing shutters to control the useful becam shall have
a shutter position indicator on the control.

(9) An casily discernible indicator which shows whether or not X rays
are being produccd shall be on the control pancl.

(10) Mechanical and/or electrical stops shall be provided on X ray
machines capable of operating at 150 kVp or above to insurc that the use-
ful beam is oriented only toward primary barriers.

(11) When the relationship between the beam interceptor (when pres-
ent) and the uscful beam is not permanently fixed, mechanical or electri-
cal stops shall be provided to insure that the beam is oriented only toward
primary barriers.

(b) Operating Procedures.

(1) When a patient must be held in position for radiation therapy, mc-
chanical supporting or restraining devices shall be uscd.

(2) No patient other than the one being treated shall be in the treatment
room during exposure.

(3) No person other than the paticnt shall be in the treatment room
when the tube is operated at potentials exceeding 150 kVp. At operating
potentials of 150 kVp or below, persons other than the patient and opera-
tor may be in the treatment room for good reason but only if they are ade-
quatcly protected and their radiation exposure is appropriately moni-
tored.

(4) A calibration of the output of cach radiation therapy system shall
be performed before the system is first used for irradiation of a patient,
and thereafter at intervals not to exceed 24 months. Therapy equipment
shall not be used for any therapy treatments cxcept at those combinations
ofeffective energy, field sizc, and treatment distance for which the equip-
ment has been calibrated. The calibration shall be performed by or under
the direct supervision of a person who has been determined by the De-
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partment to have adequate training, experience and knowledge in radi-
ation therapy physics, and who shall be present at the facility during such
calibration. After any change which might significantly alter the output,
spatial distribution, or other characteristics of the therapy beam, the pa-
rameters which might be affected shall be measured.

(A)Fortherapy systems operating at potentials above 500 kVp, the dc-
terminations included in the calibration shall be provided in sufficient dc-
tail so that the absorbed dose in tissue in the useful beam may be calcu-
lated to within 5 percent. The calibration shall include, but shall not be
limited to, the following determinations:

1. Verification that the equipment is operating in compliance with the
design specifications concerning the light localizer, the side light and
back-pointer alignment with the isocenter when these specifications are
known and applicable, variation in the axis of rotation for the table,
gantry and jaw system, and beam flatness and symmetry at specified
depths.

2. The relative dose at various depths in a tissue equivalent phantom
for each effective energy and the ranges of field sizes and treatment dis-
tances used for radiation therapy.

3. The congruence between the radiation field and the field indicated
by the localizing device.

4. The uniformity of the radiation field and its dependency upon the
direction of the useful beam.

5. The absolute dose per unit time and dose per monitor setting.

(B) For therapy systems operating at potentials between 150 kVp and
500 kVp inclusive, the calibration shall include, but shall not be limited
to, the following determinations:

1. The exposure rates and/or dose rates for each combination of field
size, technique factors, filter, and treatment distance used.

2. The degree of congruence between the radiation field and the field
indicated by the localizing device if such device is present.

3. An evaluation of the uniformity of the radiation field symmetry for
the field sizes used, and any dependence upon tube housing assembly
orientation.

(5) All new installations and existing installations not previously sur-
veyed shall have a radiation protection survey performed by or under the
direction of a person determined by the Department to have adequate
knowledge and training to advise regarding radiation protection needs,
to measure ionizing radiation and to evaluate safety techniques. If the
survey shows that supplementary shielding is required a resurvey shall
be performed after its installation. In addition, a resurvey shall be made
after every change which might decrease radiation protection signifi-
cantly. The surveyor shall report his findings in writing to the user. The
report shall indicate whether or not the installation is in compliance with
all applicable radiation protection requirements of this section. The user
shall report the findings of the survey in writing to the Department within
15 days of his receipt of the survey report.

(6) The exposurc rate or dose rate of the useful beam and the size and
shape of the useful beam shall be known with reasonable certainty at all
times during operation of the radiation therapy apparatus for medical
purposcs.

(7) Spot checks shall be performed at least once each week for therapy
systems operating at potentials above 500 kVp, and at least once each
month for therapy systems operating at 500 kVp or below.

(A) The measurements taken during spot checks shall demonstrate the
degree of consistency of the opcrating characteristics which can affect
the radiation output of the system or the radiation delivered to a patient
during a therapy procedure.

(B) For systems in which the calibrating person believes beam quality
can vary significantly, spot checks shall include beam quality checks.

(C) The spot check procedures shall be in writing and shall have been
developed or approved by the individual who made the most recent cali-
bration of the system pursuant to Section 30312(b)(4). The written spot
check procedures shall specify when measurements and determinations
indicate an inconsistency or potential change in radiation output. When
more than the minimum frequency of spot checking is necessary, the spot
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check procedures shall specify the frequency at which spot checks are to
be performed.

(D) When spot check results are erratic or inconsistent with calibration
data, the person who designed the spot check procedures, or a person of
equivalent competence, shall be consulted immediately and the reason(s)
for the inconsistency corrected before the system is used for patient irra-
diation.

(8) Calibration of the therapy beam shall be performed with a measure-
ment instrument which has been calibrated within the preceding two
years directly, or through no more than one exchange, at the National In-
stitute of Standards and Technology, or facility determined acceptable by
thc Department. In addition, indirect spot checks or intercomparisons of
measurement instruments with secondary standards shall be made at
least each six months,

(9) Reports of each radiation safety survey spot check and calibration
performed pursuant to this section shall be maintained at the facility for
at least three years. A copy of the treatment data developed from the latest
calibration shall be available for use by the operator at the treatment con-
trol station.

NOTE: Authority cited: Scetions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scetions 25801, 25802, 25811 and 25815, Health and Safety Code.
HIsTORY
1. Renumbering and amendment filed 9—4-73 as an emergency; cffective upon fil-
ing (Register 73, No. 36). Approved by State Building Standards Commission
11-30-73.
. Certificatc of Compliancc filed 12-28-73 (Register 73, No. 52).

Amendment of subsection (¢)(5) filed 12—12-75; effcctive thirticth day thercaf-
ter (Register 75, No. 50).

4. Amendment filed 6-24-80; cffective thirticth day thereafter (Register 80, No.
26)

5. Amendment filed 618 -87; operative 7-18-87 (Register 87, No. 28).

. Change without regulatory effect amending subscetion (b)(7)(C) and (b)(8)
filed 11-1--91 pursuant to scetion 100, title 1, California Code of Regulations
(Register 92, No. 5).

§ 30313. Special Requirements for X-Ray Therapy

Equipment Operated at Potentials of 50 kV and
Below.

(a) Equipment.

(1) All provisions of Section 30312(a) apply.

(2) A therapeutic—type protective tube housing shall be used. Contact
therapy machines shall meet the additional requirement that the leakage
radiation at 2 inches from the surface of the housing not exceed 0.1 R/hr.

(3) Automatic timers shall be provided which will permit accurate pre-
setting and determination of exposures as short as one second.

(b) Operating Procedures.

(1) All provisions of Section 30312(b) apply except 30312(b)(1) and
30312(b)(7).

(2) In the therapeutic application of apparatus constructed with beryl-
lium or other low—filtration windows adequate shielding shall be re-
quired to protect against unnecessary exposure from the useful beam, and
special safeguards are essential to avoid accidental exposures to the use-
ful beam. There shall be on the control panel some easily discemible de-
vice which will give positive information as to whether or not the tube
is energized.

(3) Machines having an output of more than 1,000 roentgens per min-
ute at any accessible place shall not be left unattended without the power
being shut off at the primary disconnecting source.

(4) If the X—ray tube of a contact therapy machinc is hand-held during
irradiation, the operator shall wear protective gloves and apron.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scetions 25801, 25802, 25811 and 25815, Health and Safety Code.
HisTory

1. Amendment filed 3—-5-71; cffective thirticth day thereafter. Approved by State
Building Standards Commission 2-26-71 (Register 71, No. 10).

2. Renumbering and amendment filed 9—4-73 as an cmergency; effective upon fil-
ilnlg gRoc%stcr 73, No. 36). Approved by Statc Building Standards Commission

3. Certificatc of Compliance filed 12 28-73 (Register 73, No. 52).

4. Amendment of subsections (a)(l) (b}(1) and (b)(4) filed 6-18-87; operative
7-18-87 (Register 87, No. 2
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5. Change without regulatory cffect amending subscction (b)(3) filed 11-1-91
pursuant to scction 100, title 1, California Code of Regulations (Register 92, No.
5).

6. Amendment of scction heading filed 3-3-94 as an emergency; operative
3 3--94 (Register 94, No. 9). A Certificate of Compliance must be transmitted
to OAL by 7-1-94 or emergency language will be repealed by operation of law
on the following day.

7. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6-7- 94 and

filed 7-14-94 (Register 94, No. 28).

§ 30314. Veterinary Medicine Radiographic Installations.

(a) Equipment.

(1) The tube housing shall be of diagnostic type.

(2) Diaphragms or cones shall be provided for collimating thc useful
beam to the area of clinical interest and shall provide the same degree of
protection as is required of the housing.

(3) The total filtration permanently in the useful beam shall not be less
than 1.5 millimeters aluminum—equivalent for equipment opcrating up
to 70 kvp and 2.0 millimeters aluminum cquivalent for machines oper-
ated in excess of 70 kvp.

(4) A device shall be provided to terminate the exposure aftera pre set
time or exposure.

(5) A dead-man type of exposure switch shall be provided, togcther
with an eleetrical cord of sufficient length so that the operator can stand
out of the uscful beam and at Icast 6 fcet from the animal during all X—ray
cxposures.

(b) Operating Proccdures.

(1) The operator shall stand well away from the tube housing and the
animal during radiographic cxposures. The operator shall not stand in the
useful beam. If film must be held, it shall be held by individuals not occu-
pationally exposed to radiation. Hand—held fluoroscopic screens shall
not be used. The tube housing shall not be held by the operator. No indi-
viduals other than the operator shall be in the X-ray room while expo-
sures are being made unless such person’s assistance is required.

(2) In any application in which the operator is not located behind a pro-
tective barrier, clothing consisting of a protcctive apron having a Icad
equivalent of not less than 0.25 millimeter shall bc worn by the operator
and any other individuals in the room during exposures.

(3) No individual shall be regularly cmployed to hold or support ani-
mals during radiation exposures. Opcrating personnel shall not perform
this service except very infrequently and then only in cascs in which ne
other method is available. Any individual holding or supporting an ani-
mal during radiation exposure shall wear protective gloves and apron
having a lead--cquivalent of not less than 0.25 millimeter.

NOTE: Authority cited: Scetions 208 and 2581 1, Health and Safcty Code. Refer-
cnce: Scctions 25801, 25802, 25811 and 25815, Health and Safcty Code.
HisToRrY

1. Amendment filed 3--5--71; effective thirticth day thercafter. Approved by State
Building Standards Commission 2 26-71. (Register 71, No. 10).

2. Renumbering filed 9 4 73 as an emergency; cffective upon filing (Register 73,
No. 36). Approved by State Building Standards Commission 11-30-73.

3. Certificate of Compliance filed 12-28 73 (Register 73, No. 52).

4. Amendment filed 6-18-87; operative 7-18--87 (Register 87. No. 28).

Article 4.5. Requirements for the Use of
X-Ray in Mammography

§30315.10. Definitions.

(a) The definitions in scction 30100 shall apply to this article.

(b) As used in this article:

(1) “Action limit” means the minimum or maximum value of a quality
assurance measurement representing aceeptable performance.

(2) “Activities” means the operation of a mammography system to
produce the mammogram, the initial interpretation of the mammogram,
and the maintenance of the viewing conditions for that interpretation.

(3) “Adverse event” means an undesirable experience associated with
mammography activitics such as:
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(A) Poor image quality;

(B) Failure to send mammography reports within 30 calendar days
from the date of the mammographic examination to the referring physi-
cian or to the patient; and

(C) Usc of personnel that do not meet the applicable requirements of
sections 30315.50, 30315.51 or 30315.52.

(4) “Air kerma” mcans the kerma, measured in Gray (Gy), in a given
mass of air.

(5) " Automatic exposure control” (AEC) means a device that automat-
ically controls one or more technique factors in order to obtain at pre -se-
lected locations a required quantity of radiation.

(6) “Average glandular dose” means the valuc in millirad (mrad) or
milligray (mGy) for a given breast or phantom thickness that estimates
the average absorbed dose to the glandular tissue extrapolated from free
air exposures and bascd on fixed filter thickness and target material.

(7) “Category I” mcans mcdical educational activities that have been
designated as Category 1 by the Accreditation Council for Continuing
Medical Education, the American Osteopathic Association, or a state
medical society.

(8) “Clinical image review” means the process whereby the mammo-
grams produced by a specific mammography system are cvaluated for
image quality.

(9) “Consumer” means an individual who chooses to comment on or
complain in reference to a mammographic examination, including the
patient or representative of the patient, such as a family member or refer-
ring physician.

(10} “Continuing cducation unit” mcans onc hour of training reccived
through ecither:

(A) Face-to-face interaction between instructor(s) and student(s), as
when the instructor provides a lecture, conducts demonstrations, or re-
views student performance; or

(B) The administration and corrcction of student examinations by an
instructor(s) with subsequent feedback to the student(s).

(11) “Dircet supervision” mecans the oversight of operations that in-
clude the following:

(A) During joint interpretation of mammograms, the supervising in-
terpreting physician reviews, discusses, and confirms the diagnosis of the
physician being supervised and signs the resulting report before it is en-
tered into the patient’s record.

(B) During performance of a mammographic examination, the super-
vising mammographic radiologic technologist is physically present to
obscrvc, and correct, as needed, the performance of the individual who
is performing the mammographic examination.

(C) During performance of a survey, the supervising medical physicist
is physically present to observe, and correct, as needed, the performance
of the individual who is performing the survey.

(12) “Established operating level” means the value of a particular
quality assurance parameter that has been established as an acceptable
normal level by the facility’s quality assurance program.

(13) “Facility” means a hospital, outpatient department, clinic, radiol-
ogy practicc, an office of a physician, mobile sctting, or other place or
building in which a person conducts:

(A) Mammography activities; and/or

(B) Interventional mammography or research mammography.

(14) “Facility accreditation certificate” means a document issued by
the Department authorizing a facility to perform mammography.

(15) “FDA” mcans the United States Food and Drug Administration.

(16) “Image receptor” mcans any device that transforms incident X
ray photons cither into a visible image or into another form that can be
made into a visible image by further transformations.

(17) “Interpreting physician”™ means a licensed physician who inter-
prets mammograms and meets the requirements of section 30315.50.

(18) “Interim Facility Accreditation Certificate” means a document is-
sued by the Department pursuant to scction 30315.24,
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(19) “Interventional mammography” means the creation of a mammo-
gram during invasive interventions for localization, biopsy procedures,
or therapeutic procedures.

(20) “Kerma” means the sum of the initial energies of all the charged
particles liberated by uncharged ionizing particles in a material of given
mass.

(21) “Lead interpreting physician” means the interpreting physician
designated either by the person who owns or leases the facility, or an au-
thorized agent of that person to ensure that the facility’s quality assurance
program meets all of the requirements of this article.

(22) “Mammogram” means an X--ray image of the human breast.

(23) “Mammographic examination” means the performance of mam-
mography on a human being.

(24) “Mammographic modality” means a technology for radiography
of the breast such as screen—film mammography, digital mammography
and xeromammography.

(25) “Mammography” means the procedure for creating a mammo-
gram.

(26) “Mammography medical outcomes audit” means a systematic
collection of mammography results and the comparison of those results
with outcome data.

(27) “Mammography system” means a system that includes all of the
following:

(A) A radiation machine used as a source of radiation to produce a
mammogram;

(B) An imaging receptor used for the formation of a latent image of a
mammogram or for converting X-ray photons to a digital signal;

(C) A processing device for changing a latent image of a mammogram
or a digital signal to a visual image that can be used for diagnostic or ther-
apeutic purposes; and

(D) A viewing device, such as a view box or computer monitor, used
to visually evaluate a mammogram.

(28) “Mammography system evaluation” means an evaluation of the
mammography system by a medical physicist to ensure the system is in
compliance with sections 30316 and 30316.20(e).

(29) “Medical physicist” means an individual trained in performing
mammography system evaluations, quality assurance testing evaluations
and surveys.

(30) “Mobile service provider” means a person who performs mam-
mography in a mobile setting.

(31) “Mobile setting” means a setting in which mammography is per-
formed with a radiation machine that is fixed or used exclusively in a mo-
bile vehicle or unit, or is transported to a different location for the purpose
of providing mammography, but does not include a radiation machine
moved from room to room within a facility.

(32) “Multi-reading” means two or more physicians interpreting the
same mammogram, at least one of whom meets the requirements of sec-
tion 30315.50.

(33) “Overall assessment of findings” means the results of an inter-
preting physician’s evaluation of mammograms produced during a mam-
mographic examination and categorized using the assessment categories
specified in section 30317.40(a)(4).

(34) “Phantom” means a test object used to simulate radiographic
characteristics of compressed breast tissue and containing components
that radiographically model aspects of breast disease and cancer.

(35) “Phantom image” means a radiographic image of a phantom.

(36) “Physical science” means physics, chemistry, radiation science
(including medical physics and health physics), and cngincering.

(37) “Positive mammogram” means a mammogram that has an overall
assessment of findings that are either “suspicious™ or “highly suggcstive
of malignancy.”

(38) “Quality assurance technologist” means an individual who meets
the requirements of section 30315.51 and has experience performing or
assisting in the performance of quality assurance tests specified in sec-
tion 30316.20(a) through (d) and (f)
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(39) “Quality assurance testing evaluation” means an evaluation of a
facility’s quality assurance testing by a medical physicist to ensure quali-
ty assurance testing is performed in accordance with section 30316.20
excluding subsection (e) of section 30316.20.

(40) “Research mammography” means the creation of a mammogram
with an investigational mammography device as part of a scientific study
conducted in accordance with FDA’s investigational device exemption
regulations in part 812 of title 21, Code of Federal Regulations.

(41) “Serious adverse event” means an adverse event that may signifi-
cantly compromise clinical outcomes, or an adverse event for which ap-
propriate corrective action was not taken in a timely manner.

(42) “Serious complaint” means a report of a serious adverse ¢vent.

(43) “Source—to—image receptor distance” (SID) means the distance
from the X—ray source to the center of the input surface of the image re-
ceptor.

(44) “Standard breast” means a 4.2 ¢cm thick compressed breast con-
sisting of 50 percent glandular and 50 percent adipose tissue.

(45) “Survey,” in lieu of the definition found in title 10, Code of Feder-
al Regulations, section 20.1001 incorporated by reference in section
30253, means the on—site performance of a mammography system evatu-
ation and a quality assurance testing evaluation by a medical physicist.

(46) “Traceable to a national standard” means that the instrument used
to quantitatively measure radiation has been calibrated at:

(A) The National Institute of Standards and Technology (NIST); or

(B) A calibration laboratory that participates in a proficiency program
with NIST at least once every two years during which the calibration lab-
oratory achieves agreement within plus or minus 3.0 percent of the NIST
standard at mammography energy levels.

NOTE: Authority cited: Scctions 100275 and 115060, Health and Safcty Code.
Reference: Scetion 115060, Health and Safety Code.
HisTorY
1. New article 4.5 (sections 30315.10-30320.90) and scction filed 2-10-2003 as
an cmergeney; operative 2—10-2003 (Register 2003, No. 7). A Certificate of
Compliance must be transmitted to OAL by 6—10--2003 or cmergency language
will be repealed by operation of law on the following day.

2. Certificatc of Compliance as to 2—10-2003 order, including amendment of sub-
scctions (b)(17) and (b)(33), transmitted to DAL 6-6-2003 and filed
7-18-2003 (Register 2003, No. 29).

§ 30315.20. Facility Accreditation Certificate and Interim
Facility Accreditation Certificate.

(a) Except for persons only performing interventional mammography
or research mammography, a person shall not perform mammography
activities unless performed in a facility that:

(1) Possesses a current and valid Facility Accreditation Certificate or
an Interim Facility Accreditation Certificate; and

(2) Meets the requirements of this subchapter.

(b) An Interim Facility Accreditation Certificate shall be valid for six
months beginning on the date of issuance.

(c) A Facility Accreditation Certificate shall be valid for three years
beginning on the date of issuance.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Scction 115060, Health and Safety Code.

HisTOrRY

1. New section filed 2-10-2003 as an emergency; operative 2—10--2003 (Register
2003, No. 7). A Certificatc of Compliance must be transmitted to QAL by
6-10-2003 or emergency language will be repealed by opcration of law on the
following day.

2. Editorial correction adding inadvertently omitted HisSTORY 1 (Register 2003,
No. 8).

3. Certificate of Compliance as to 2—10-2003 order transmittcd to OAL 6-6 2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30315.22. Eligibility for a Facility Accreditation
Certificate.
(a) To be eligible for a Facility Accreditation Certificate a facility
shall:
(1) Submit the application described in section 30315.33;
(2) Comply with section 30108;
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(3) Pass a Department inspection verifying that:

(A) Physicians interpreting mammograms mect the requirements of
section 30315.50;

(B) Mammographic radiologic technologists meet the requirements of
section 30315.51;

(C) Mcdical physicists meet the requirements of scction 30315.52;

(D) Mammography systems meet the requircments of section 30316;

(E) The mammography quality assurance program is capable of meet-
ing the requirements of scction 30317.10;

(F) By following the procedure specified in scction 30316.20(b),
phantom images of a phantom that meets thc requirements of section
30316.22 produced by all mammography systems, mcct the criteria spe-
cified in section 30316.20(b)(1) through (3);

(G) By usc of the facility’s proposed technique factors for a standard
breast, the average glandular dose for each radiation machine used for
mammography does not cxceed the value specified in scction
30316.20(c)(10);

(H) The quality assurance manual mccts the requirements of section
30317.20;

(1) The mammography procedurcs manual meets the requirements of
section 30317.30;

(J)) The facility is capable of ensuring mammograms and mammo-
graphic examination reports meet the rcquircments of sections 30316.50
and 30317.40;

(K) The facility is capable of conducting a mammography medical
outcomes audit that meets the requirements of scction 30317.60;

(L) The facility has a consumer complaint procedure that meets the re-
quirements of scction 30317.70; and

(M) The requirements of Group 3 of this regulation are met.

(4) After receipt of an interim facility acereditation certificate issued
pursuant to section 30315.24, for each machine that will be used to per-
form mammography, pass a clinical image review conducted by the De-
partment pursuant to scction 30315.35, or conducted by an entity ap-
proved by the FDA pursuant to 42 United States Code Section
263b(e)(1)(A); and

(5) After receipt of an interim facility accreditation certificate issucd
pursunant to scction 30315.24, possess a current and valid certificate is-
sued by FDA pursuant to title 21, Code of Federal Regulations, section
900.11(b).

NOTE: Authority cited: Scctions 100275 and 115060, Health and Safety Codc.
Reference: Section 115060, Health and Safcty Code.
HisTory

1. New scetion filed 2-10-2003 as an emergency; operative 2 10 2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or cmergeney language will be repealed by operation of law on the
following day.

2. Certificatc of Complianccasto 2 10-2003 order transmitted to OAL 66 2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30315.23. Renewal of a Facility Accreditation Certificate.
(a) To renew a Facility Accreditation Certificate, a facility shall:
(1) Seven months prior to the expiration date of the facility accredita-
tion certificate submit the facility application described in section
30315.33;

{The ncxt page is 202.3.]
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(2) For each radiation machine that will be used for mammography,
either:

(A) Pass a clinical image review conducted by the Department pur-
suant to section 30315.35(c) prior to the expiration date of the current fa-
cility accreditation certificate; or

(B) Have the machine’s accreditation renewed by an entity approved
by FDA pursuant to 42 United States Code Section 263b(e)(1)(A); and

(3) Possess a current and valid certificate issued by FDA pursuant to
title 21, Code of Federal Regulations, section 900.1 1(b).

NOTE: Authority cited: Sections 100275 and | 15060, Health and Safety Code.
Reference: Section 115060, Health and Safety Code.

HisTORY
I. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register

2003, No. 7). A Certificate of Compliance must be transmitted 10 OAL by

6-10-2003 or emergency language will be repealed by operation of law on the

following day.

2. Certificate of Compliance as to 2-10-2003 order transmitted to OAL 6-6-2003

and filed 7-18-2003 (Register 2003, No. 29).

§ 30315.24. Interim Facility Accreditation Certificate.

An interim facility accreditation certificate shall not be issued until a
facility has complied with section 30315.22(a)(1) through (3) and has ob-
tained a provisional certificate issued by FDA pursuant to title 21, Code
of Federal Regulations, section 900.11(b)(2).

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Section 115060, Health and Safety Code.

HisToRY
I. New section filed 2-10-2003 as an emergency; operalive 2—10-2003 (Register

2003, No. 7). A Certificate of Compliance must be transmitted to OAL by

6—-10-2003 or emergency language will be repealed by operation of law on the

following day.

2. Certificate of Compliance as to 2—10-2003 order, including amendment of sec-

38;1, transmitted to OAL 6-6-2003 and filed 7-18-2003 (Register 2003, No.
§ 30315.33. Complete Facility Application.

(a) An application submitted for compliance with sections 30315.22
or 30315.23 shall be considered complete if the application contains the
following:

(1) The legal name of the applicant, the mailing address, and the tele-
phone number;

(2) The name under which the applicant’s facility does business and,
if doing business under a fictitious name, a copy of the applicant’s ficti-
tious name permit;

(3) The name of the contact person for the facility;

(4) The facility location address and mailing address if different from
location address.

(5) The registration number issued by the Department pursuant to sec-
tion 30108 and the expiration date of registration;

(6) The applicant’s federal employer identification number and
California taxpayer identification number;

(7) If the facility is accredited by an entity approved by the FDA pur-
suant to 42 United States Code Section 263b(e)(1)(A), the name of that
entity.

(8) If the applicant requests approval to perform mammography in a
mobile setting:

(A) The physical address of each location where mammography will
be performed;

(B) For each location where mammography will be performed, the
name and telephone number of the responsible person who is allowing
the service to be provided at the location;

(C) Whether the mammograms will be processed with an on-board
processor or at specific locations. If the facility will process mammo-
grams at specific locations, the physical address of each location where
mammograms will be processed,

(D) Whether the radiation machine is fixed or used, exclusively, in a
mobile vehicle or is transported to the use location and moved to where
mammographic examinations will be performed. If the radiation ma-
chine is moved to where mammographic examinations will be per-
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formed, the designated room number within the physical building ateach
location of use; and

(E) A description of the quality assurance tests that will be performed
each time the radiation machine is relocated.

(9) Responses to the following questions:

(A) “Have you ever performed mammography authorized pursuant to
a certificate issued by FDA?” If the answer is yes, provide in your re-
sponse the names under which mammography was performed:;

(B) “If you have been certitied by FDA to perform mammography, has
that certificate ever been revoked or suspended, or has FDA ever denied
to renew that certificate?” If the answer is yes, provide in your response
the following:

1. The identity of any specific radiation machine(s) that failed to pass
clinical image review;

2. The dates of failure;

3. The actions taken to correct any clinical image review deficiencies
including physician or technologist training, radiation machine or pro-
cessor repair and acquisition of replacement equipment or image recep-
tors;

4. Whether the radiation machine passed the clinical image review
subsequent to actions taken as identified in subsection (a)(9)(B)3 and
when;

5. If, within the three years prior to the date of application, any radi-
ation machine used for mammography identified in subsection (a)(15)
failed clinical image review during a time when accredited by an entity
approved by the FDA pursuant to 42 United States Code Section
263b(e)(1)(A), copies of the failure reports; and

6. If accreditation issued by an entity approved by the FDA pursuant
to 42 United States Code Section 263b(e)(1)(A), was suspended or re-
voked, a description of the circumstances that led to suspension or re-
vocation.

(C) “Is any interpreting physician you seek to allow to interpret mam-
mograms currently under a Department—directed plan of corrective ac-
tion for interpretation done at some other facility?” If the answer is yes,
provide in your response the following:

1. The name and medical license number of the interpreting physician;
and

2. The facility’s name and registration number where the interpreting
physician was required to complete a directed plan of corrective action.

(10) The name of the individual designated as the lead interpreting
physician.

(11) The name, medical license number, certificate number and ex-
piration date as shown on the individuals certificate issued pursuant sec-
tions 30466(d) or 30467 of each physician who will interpret mammo-
grams produced by the facility;

(12) The name, certificate number and expiration date of certification
shown on the certificate issued pursuant to section 30455.1 for each
mammographic radiologic technologist who will perform mammo-
graphic examinations for the facility;

(13) The name of each medical physicist who will perform the tests
specified in section 30316.20(e) for the facility;

(14) The name of the quality assurance technologist;

(15) For each radiation machine that will be used to perform mammo-
graphic cxaminations:

(A) The machine’s manufacturer, model number, and the facility’s
radiation machine identification number as specified in section
30317(g);

(B) Whether the machine will be used in a mobile setting. If the ma-
chine will not be used in a mobile setting, the designated room number
within the facility where the machine is installed or fixed;

(C) Whether the machine is a screen—film, xeromammography or digi-
tal system. If the machine is a screen—film system, the name of the
manufacturer of the screen and film, and the type of screen and film used,
and
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(D) If the machine requires a screen—film image receptor, a phantom
image of a phantom that meets the requirements of section 30316.22.

(16) A copy of the report indicating the results of a mammography sys-
tem evaluation performed less than 6 months prior to the date of the ap-
plication by a medical physicist or in lieu thereof for renewal applica-
tions, acopy of the report indicating the results of a survey performed less
than 12 months prior to the date of the renewal application by a medical
physicist and if the mammography systemevaluation report or the survey
report identifies deficiencies or recommendations for improvemenis in
facility operations:

(A) A list and description of corrective actions taken and the date
corrections were achieved;

(B) Copies of work invoices;

{C) Documentation that those corrective actions were taken and those
actions corrected the deficiencies or that those recommendations were
followed.

(17) For each film processor that is used to process mammograms:

(A) The make and model number; and

(B) Whether the processor uses extended processing or standard pro-
cessing.

(18) Ifthis is atenewal application, the number of the following proce-
dures performed in the previous year:

(A) Screening procedures;

(B) Diagnostic procedures;

{C) The total number of screening and diagnostic procedures;

(D) Biopsy procedures;

{E) Needle localization procedures; and

(F) Therapeutic procedures.

(19) If this is a renewal application, the identification number and ex-
piration date shown on the FDA certificate issued to the applicant’s facil-
ity;

(20) Whether the applicant participates or intends to participate in ¢i-
ther the Breast Cancer Early Detection Program or the Breast and Cervi-
cal Cancer Control Program of the Department or any of their successors;

(21) If the applicant is a Medi-Cal provider, the nine-digit Medi-Cal
number used to bill for mammographic examinations performed at the
facility’s location;

(22) 1f the applicant is a Medicare provider, the nine-digit Medicare
nomber used to bill for mammographic examinations performed at the
facility’s location;

(23) Name, title, signature and date of signature of the applicant and
lead interpreting physician,

NOTE: Authority cited: Sections | 15060, 131051 and 131200, Health and Safety
Code. Reference: Section [15060, Health and Safety Code.
History
I. New section filed 2—10-2003 as an emergency; operative 2-10-2003 {Register
2003, No. 7). A Cenificate of Compliance must be transmitted 10 QAL by

6-10-2003 or emergency language will be repealed by operation of faw on the
following day.

2. Certificate of Compliance as to 2-10-2003 order transmitted 1o QAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

3. Amendment of subsection {(a)}( 15X A} and NoOTE filed 7-11-2007; operative
8-10-2007 (Register 2007, No. 28).

§30315.34. Application Processing Times.

{a) Within 30 calendar days of receipt of an application for or renewal
of a facility accreditation certificate, the Department shall:

{1) Notify the applicant that the application is complete; or

{2} Notify the applicant that the application is incomplete and identify
what is required for the Department to consider it complete.

(b) Unless the applicant responds to the notification in subsection
(a)(2) within 30 calendar days the application shall be deemed withdrawn
and the applicant may reapply by submitting a new application.

(c) Within six months of receipt of a complete application, the Depart-
ment shall issue or deny the facility accreditation certificate.

{d) The Department’s time periods for processing an application for
or renewal of a facility accreditation certificate from receipt of the initial
application to the date the [inal decision is made, are as follows:
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(1) The median time is five and one~half months;
{2) The minimum time is four months;
(3) The maximum time is 12 months.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Section 13376, Government Code.
HisTORY
1. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to QAL by
6-10-2003 or emergency language will be repealed by operation of law oo the
following day.

2. Certificate of Comphiance as to 2-10-2003 order, including amendment of sub-
section (b), transmitted to OAL 6-6-2003 and filed 7-18-2003 (Register 2003,
No. 29).

§ 30315.35. Clinical Image Heview.

(a) After receipt of an interim facility accreditation certificate issued
pursuant to section 30315.24, applicants for a facility accreditation cer-
tificate shall:

(1) Select mammograms in accordance with the criteria specified in
title 21, Code of Federal Regulations, section 900.4(c){4); and

(2) Within 75 calendar days of the date of issuance as shown on the
interim facility accreditation certificate, submit those mammograms for
clinical image review.

{b) I the mammograms fail the review, additional mammograms may
be submitted if the resubmission is made no less than 75 calendar days
prior to the expiration date of the interim facility accreditation certilicate.

{c) Applicants for renewal of a facility accreditation certificate shall:

(1) Select mammograms in accordance with the criteria specified in
title 21, Code of Federal Regulations, section 900.4{c){(4); and

(2) Submit those mammograms for clinical image review no less than
75 calendar days prior to the expiration date of the facility accreditation
certificate.

{d) Mammograms submitted pursuant to this seciion shall-meet the
FDA-accepted attributes as specified in title 21, Code of Federal Regula-
tions, section 900.4(¢)(2}.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 115113, Health and Safety Code.
HiSTORY
. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 7). A Cenificate of Compliance must be transmitied to OAL by
6102003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29},

§ 30315.36. Mammography Review.

(a) Each facility possessing a facility accreditation certificate shail,
upon request, make mammograms and reports specified in scction
30317.40(a) available to the Department and allow those mammograms
and reports to be removed from the facility for the purpose of evaluating
mammaogram image quality.

(b) For sample sizes of two mammographic examinations:

(1) If one mammographic examination fails the review, the facility
shall submit a plan of corrective action, acceptable to the Department, ad-
dressing those areas that resulted in the failure and satisfactorily com-
plete that plan; or

(2) If both mammographic examinations fail the review, the facility
shall satisfactorily complete a plan of corrective action us dirccted by the
Department addressing those areas of the review that resulted in the fail-
ure. The facility shall be subject to additional review using a larger sam-
ple.

(¢} For sample sizes greater than two mammographic examinations:

(1) If 20 percent of the mammographic examinations fail the review,
the facility shall submit a plan of corrective action, acceptable to the De-
partment, addressing those areas that resulted in the failure and satisfac-
torily complete that plan;

{(2) If 40 percent of the mammographic examinations fail the review,
the facility shall satisfactorily complete a plan of corrective action as di-
rected by the Department addressing those areas of the review that re-
sulted in the failure; or

Register 2007, No, 28; 7132007
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(3) If 80 percent or more of the mammographic examinations fail the
review, the facility shall cease the performance of mammography and
submit to additional review and:

(A) If 70 percent or more of the mammographic examinations pass this
additional review, the facility may restart the performance of mammog-
raphy after satisfactorily completing a plan of corrective action as di-
rected by the Department and shall, within 75 calendar days of notifica-
tion that the mammograms passed the review, submit mammograms in
accordance with section 30315.35(a)(1); or

(B) If less than 70 percent of the mammographic examinations pass
this additional review, the facility shall not restart the performance of
mammography and shall notify every patient who had a mammogram at
the facility during the two—year period preceding the date of failure. The
notification shall be approved by the Department prior to mailing and in-
clude:

1. The name of the patient;

2. The date the patient’s mammogram was performed;

3. The statement, “The Department of Health Services of the State of
California has conducted a review of the mammograms produced by (the
name of the facility) and has determined that the mammograms do not
meet the standards set by the Department. Therefore, we strongly advise
you to consult with your physician as soon as possible regarding a repeat
mammographic examination.”

(d) Mammograms reviewed pursuant to this section shall meet the
FDA-accepted attributes as specified in title 21, Code of Federal Regula-
tions, section 900.4(c)(2).

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
HisTorY
1. New section filed 2—-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as 10 2—-10-2003 order, including amendment of sub-
section (c)(3)(B)3., transmitted to OAL 6-6-2003 and filed 7-18-2003 (Regis-
ter 2003, No. 29).

§ 30315.50. Interpreting Physician Requirements.

(a) An interpreting physician for a facility shall:

(1) Possess a current and valid radiology supervisor and operator cer-
tificate issued pursuant to sections 30467 or 30466(d); and

(2) Meet the requirements specified in title 21, Code of Federal Regu-
lations, section 900.12(¢a)(1).

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Section 115060, Health and Safety Code.
HisToRrY
I. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30315.51. Personnel Requirements for Individuals Who
Perform Mammography.
(a) Mammographic examinations shall not be performed unless the in-
dividual who performs the mammographic examination:
(1) Possesses a current and valid mammographic radiologic technolo-
gy certificate issued pursuant to section 30455.1; and
(2) Meets the requirements specified in title 21, Code of Federal Regu-
lations, section 900.12(a)(2).
NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060 and 115115, Health and Safety Code.
HISTORY
1. New section filed 2—10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.
2. Certificate of Compliance as to 2—-10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).
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§ 30315.52. Medical Physicist Requirements.

(a) A medical physicist for a facility shall:

(1) Be authorized by the Department pursuant to section 30315.60;

(2) Have a masters degree or higher in a physical science from an ac-
credited institution, with no less than 20 semester hours or 30 quarter
hours of college undergraduate or graduate level physics;

(3) Complete 20 hours of documented specialized training in conduct-
ing surveys of mammography facilities; and

(4) Conduct a survey of at least onc mammography (acility and a total
of at least ten mammography radiation machines under the direct super-
vision of a medical physicist who has already met the requirements of this
section, but in no case may more than one survey of a specific radiation
machine conducted within a period of 60 calendar days be counted to-
wards the total number of radiation machines surveyed. The period of
time spent in meeting the survey requirement may be counted toward
meeting the 20-hour training requirement in subsection (a)(3). After
April 28, 1999, experience conducting surveys shall be acquired under
the direct supervision of a medical physicist who meets the requirements
of subsections (a)(1) through (4) and (b); or

(5) In lieu of subsections (a)(2) through (4), qualify as a medical physi-
cist under Title 21, Code of Federal Regulations, section 900.12(a)(3), as
published in the December 21, 1993 Federal Register (58 Fed.Reg.
67571) and have retained that qualification by maintenance of the active
status of any licensure, approval, or certification required under those
regulations and prior to April 28, 1999:

(A) Received a bachelor’s degree or higher in a physical science from
an accredited institution with no less than 10 semester hours or equivalent
of college undergraduate or graduate level physics;

(B) After meeting the requirements of subscction (a)(5)(A), com-
pleted forty hours of documented specialized training in conducting sur-
veys of mammography facilities; and

(C) After meeting the requirements of subsection (a)(5)(A). conducted
surveys of at least one mammography facility and a total of at least 20
mammography radiation machines but in no case may more than one sur-
vey of a specific radiation machine conducted within a period of 60 cal-
endar days be counted towards the total radiation machine survey re-
quirement. The period of time spent in meeting the survey requirement
may be counted toward meeting the 40—hour training requirecment in sub-
section (a)(5)(B).

(b) A medical physicist for a facility shall meet the requircments speci-
fied in title 21, Code of Federal Regulations, section 900. 12(a)(3)(iii) and
(iv).

INOTE: Authority cited: Sections 100275, 115060 and 115100, Health and Safety
Code. Reference: Sections 115060, 115100 and 115115, Health and Safcty Code.
HisToRrY
I. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register

2003, No. 7). A Certificate of Compliance must be transmitted to OAL by

6—10-2003 or emergency language will be repealed by operation of law on the

following day.

2. Certificate of Compliance as 10 2—10-2003 order, including amendment of sub-
section (a)(5), transmitted 10 OAL 6-6-2003 and filed 7-18-2003 (Register
2003, No. 29).

§ 30315.60. Authorization and Renewal of Authorization to
Conduct Mammography Surveys, Revocation
and Suspension of Authorization and
Application Processing Times.

(a) To be eligible for authorization to conduct mammography surveys
an individual shall submit a complete application consisting of the fol-
lowing:

(1) Name. social security number (pursuant to the authority found in
sections 100275 and 115100 of the Health and Safety Code and as re-
quired by section 17520 of the Family Code, providing the social security
number is mandatory. The social security number will be used for pur-
poses of identification), mailing address, daytime telephone number, and
FAX number;

(2) Documentation that the applicant meets the requirements of:

(A) Sections 30315.52(a)(2) through (4); or
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{B) Section 30315.52(a)(5).

(3) Documentation that the applicant meets the requirements of sec-
tion 30315.52(b};

{4) Three sample survey reports, meeting the requirements of section
30316.60, indicating the name of the medical physicist providing direct
supervision and that the applicant performed all tests. Each report shall
include language and data that establishes that all tests were performed
to determine if the facility meets the requirements of this article and that,
if a test method is specified, the test method was followed; and

(5) The following information:

{A) Manufacturer, model and serial number of the phantom used to
produce phantom images;

(B) Whether the type of system resolution tool used to evaluate system
resolution is a bar pattern or, until October 28, 2002, a star pattern;

(C) Method used to evaluate kVp;

(D) Method used to evaluate compression;

(E) Type of instruments used to determine average glandular dose and
a copy of the most recent calibration report for that instrument indicating
that it complies with section 30316.61;

(F)y Whether aluminum filters used to determine the radiation ma-
chine’s half-value layer of the useful beam is type 1100 or type 1145,

(G) Manufacturer, model and serial number of the densitometer, sen-
sitometer and photometer used during surveys; and

(H) A list of equipment used to evaluate the mammography system for
artifacts and the radiation machine’s AEC performance; or

(6) In lieu of subsections (a)(2) and (3). a copy of the letter issued to
the applicant by FDA stating that the applicant met the requirements of
title 21, Code of Federal Regulations, section 900.12(a)(3).

(b) Individuals approved by use of subsection (a)(2)(B) shall not pro-
vide direct supervision.

{c) Surveys of radiation machines used to perform interventional
mammography or research mammography shall not be used to comply
with this section.

{dy Authorization shall be valid for three years,

(e) To be eligible for renewal of authorization to conduct mammogra-
phy surveys an individual shall submit a complete application consisting
of the following:

(1) Name, social security number {pursuant to the authority found in
sections 100275 and 115100 of the Health and Safety Code and as re-
quired by section 17520 of the Family Code, providing the social security
number is mandatory. The social security number will be used for pur-
poses of identification), mailing address, daytime telepbone number, and
FAX number;

(2) The following information:

{A) If changes to the information submitted pursuant to subsection
{a)(5) have occurred, the updated information;

(B} A copy of the most recent calibration report for the instrument used
to determine average glandular dose.

{3) Documentation indicating that at least 8 hours of training in sur-
veying radiation machines were received for each new mammographic
modality; and

(4) Documentation that the applicant meets the requirements of sec-
tion 30315.52(b).

(fy Authorization to conduct mammography surveys may be revoked,
suspended, amended or restricted for any of the following:

(1) Failure to comply with section 30315.52(b);

(2) Knowingly conduct or perform mammography system evalua-
tions, quality assurance testing evaluations or surveys that cause or
would have caused, if not detected, a facility to be in violation of any pro-
vision of the Act, any regulation promulgated pursuant (o the Act, any
provision of the Radiologic Technology Act, as defined in Health and
Safety Code section 27, any regulation promulgated pursuant to the Ra-
diologic Technology Act, or any order of the Department;

(3) Knowingly submits to the Department false, incorrect or fraudu-
lent information;
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(4) Failure to inform a facility that a violation of this article has oc-
curred when the medical physicist knows of the violation; or

(5) Procuring authorization by fraud, or misrepresentation, or because
of mistake.

{g) Within 10 calendar days of receipt of an application for or renewal
of authorization, the Department shall:

(1) Notify the applicant that the application is complete; or

(2) Notify the applicant that the application is incomplete and identify
what is required for the Department to consider it complete.

(h) Unless the applicant responds to the notification in subsection
{g)(2) within 30 calendar days the application shall be deemed with-
drawn,

(i) Within 30 calendar days of receipt of a complete application, the
Department shall issue or deny the authorization.

() Any applicant deemed by the Department to have withdrawn an ap-
plication pursuant to subsection (e) may reapply by submitting a new ap-
plication.

(k) The Department’s time periods for processing an application for
authorization from receipt of the initial application to the date the final
decision is made, are as follows:

(1) The median time is 30 calendar days;

(2} The minimum time is seven days;

(3) The maximum time is 90 calendar days.

NOTE: Authority cited; Sections 100275, 115060 and 115100, Health and Safety
Code. Reference: Sections 115060, 115100 and 115115, Health and Safety Code,
and Section 15376, Government Code.
HisTory
1. New section filed 2- 102003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Comphiance as to 2-10-2003 order, including amendment of sub-
section {a}4), transmitted to QAL 6-6-2003 and filed 7-18-2003 (Register
2003, No. 29).

§ 30316. Mammography System Requirements.

(a) A radiation machine designed for general purpose radiography, or
special nonmammography procedures or that has been modified or
equipped with special attachments for mammography shail not be used
for mammography.

(b) Radiation machines used for mammography shall:

(1) Be specifically designed and manufactured for mammography and
meet the requirements of section 30305(a)(4).

{2) Provide a tube~image receptor assembly that is capable of being
fixed in any operating position where it is designed to operate and once
fixed in any such position, does not undergo unintended motion and does
not fail in the event of power interruption.

(3y if equipped with screen—film image receptors:

(A) Be able to be operated with image receptors of 18 x 24 centimeters
{em) and 24 x 30cmy

(B} Have moving grids matched to all image receptor sizes provided;
and

{C) Be able to be operated with the grid removed, if the system is used
for magnitication procedures;

{(4) If used to perform noninterventional problem solving procedures,
have a radiographic magnification capability with at least one magnifica-
tion value within the range of 1.4 to 2.0.

(5) When equipped with more than one focal spot, indicate, prior to ex-
posure, which focal spot has been selected.

{6) When equipped with more than one target material, indicate, prior
to exposure, the preselected target material.

{7y When equipped such that the target material and/or focal spot are
selected by a system algorithm that is based on the exposure or on a test
exposure, display, after the exposure, the target material and/or focal spot
actually used during the exposure.

(8) Incorporate a compression device that:

(A) Eftective October 28, 2002, provides:
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1. An initial power—driven compression activated by hands—free con-
trols operable from both sides of the patient; and

2. Fine adjustment compression controls operable from both sides of
the patient.

(B) Provides different sized compression paddles that match the sizes
of all full-field image receptors provided for the system. Compression
paddles for special purposes, including those smaller than the full size of
the image receptor (for “spot compression”) may be provided but shall
be exempt from the requirements of subsection (b)(8)(C); and

(C) Except as provided in subsection (b)(8)(D), provides a compres-
sion paddle that is flat and parallel to the image receptor holder assembly
and does not deflect from parallel by more than 1.0 cm at any point on
the surface of the compression paddle when compression is applied. The
chest wall edge of the compression paddle shall be straight and parallel
to the edge of the image receptor. The chest wall edge shall not appear
on the image;

(D) If the compression paddle is intended by the manufacturer’s de-
sign to not be flat and parallel to the image receptor holder assembly dur-
ing compression, the paddle shall meet the manufacturer’s design speci-
fications and maintenance requirements; and

(E) If the chest wall edge is bent upward for patient comfort, the edge
shall not appear on the image.

(9) Provide manual selection of milliampere—seconds (mAs) or mil-
liamperes (mA) and time, and;

(10) Indicate kVp, mA and time and/or mAs before the exposure be-
gins, or when AEC is used, the technique factors that are set prior to the
exposure;

(11) When the AEC mode is used, indicate the actual technique factors
(kVp and mAs or mA and time) used, after completion of the exposure;

(12) If it is a screen—film system, provide an AEC mode that is oper-
able in all combinations of equipment configuration provided on that
unit, such as grid, nongrid, magnification, nonmagnification and various
target—filter combinations, and:

(A) Provides a positioning or selection of the detector that is flexible
in the placement of the detector under the target tissue;

(B) Clearly indicates the size and available positions of the detector at
the X-ray input surface of the compression paddie;

(C) Clearly indicates the selected position of the detector; and

(D) Provides a means to vary the selected optical density from the nor-
mal or baseline setting.

(13) If equipped with a light beam that passes through the X-ray
beam-limiting device, the light provides an average illumination of 160
lux (15 foot candles) at the lesser of:

(A) 100 centimeters; or

(B) The maximum source—to—image—distance the machine can obtain.

(c) A facility shall not perform mammography using a screen—film
mammography system unless:

(1) There are at least four image receptors of 18 x 24 centimeters (cm)
and at least four image receptors of 24 x 30 cm available for use by the
person performing mammographic examinations;

(2) The X-ray film and intensifying—screens are designated by the film
manufacturer and the screen manufacturer as appropriate for mammog-
raphy and the X-ray film matches the screen’s spectral output as speci-
fied by the screen manufacturer;

(3) Chemical solutions used for processing mammograms are capable
of developing the film so as to meet the minimum requirements specified
by the film manufacturer;

(4) Special lights for film illumination, or hot lights, that are capable
of producing light levels greater than that provided by the view box are
available; and

(5) Film masking devices that can limit the illuminated area to a region
equal to or smaller than the exposed portion of the film are available to
all physicians interpreting mammograms for the facility.

(d) Documentation demonstrating compliance with this section shall
be maintained in accordance with section 30319.20.
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NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
HisTorY
1. New section filed 2—10-2003 as an emergency; operative 2—-10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order, including amendment of sub-
section (b)(9), transmitted to OAL 6-6-2003 and filed 7-18-2003 (Register
2003, No. 29).

§ 30316.10. Evaluations of New, Replaced or Repaired
Equipment.

(a) Whenever the following occur, the affected equipment shall meet
the requirements specified in sections 303 16 and 30316.20 before the af-
fected equipment is used to produce or process mammograms:

(1) Installation of a new radiation machine or processor;

(2) Disassembly and reassembling of a radiation machine or processor
at the same or a new location; or

(3) Repair or replacement of any major component of the mammogra-
phy system.

(b) The evaluation to determine if equipment specified in subsections
(a)(1) through (3) are in compliance with subsection (a) shall be per-
formed by a medical physicist or an individual under the direct supervi-
sion of a medical physicist.

(c) To use a new radiation machine, a facility shall:

(1) Possess a current and valid facility accreditation certificate issued
pursuant to section 30315.22 or interim facility accreditation certificate
issued pursuant to section 30315.24;

(2) Submit the results of tests with measurements and calculated data
used to establish compliance with subsection (a), the information speci-
fied in section 30315.33(a)(1), (a)(4), (a)(7), (a)(15), (a)(17) and (a)(23)
and the calibration record required in section 30316.61(a); and

(3) Pass a clinical image review conducted by an entity approved by
FDA pursuant to 42 United States Code Section 263b(e)(1)(A) or by the
Department in which mammograms shall:

(A) Be selected in accordance with the criteria specified in title 21,
Code of Federal Regulations, section 900.4(c)(4);

(B) Be submitted within 75 calendar days of being notified by the De-
partment that subsections (c)(1) and (2) have been met; and

(C) Meet the FDA-accepted attributes as specified in title 21, Code of
Federal Regulations, section 900.4(¢)(2).

(d) To use aradiation machine that was disassembled and reassembled
for mammography, a facility shall:

(1) Possess a current and valid facility accreditation certificate issued
pursuant to section 30315.22 or interim facility accreditation certificate
issued pursuant to section 30315.24,

(2) Submit the results of tests with measurements and calculated data
used to establish compliance with subsection (a), the information speci-
fied in section 30315.33(a)(1), (a)(4), (a)(7), (a)(15), (a)(17) and (a)(23)
and the calibration record required in section 30316.61(a); and

(3) Submit a mammography system evaluation performed by a medi-
cal physicist or an individual under the direct supervision of a medical
physicist.

(e) Documentation of the tests performed, the analysis of data ob-
tained, corrective actions and the effectiveness of those actions taken
pursuant to this section shall be maintained in accordance with section
30319.20.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 15115, Health and Safety Code.
HISTORY
1. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to QAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2-10-2003 order, including amendment of sub-
sections (a), (¢)(1)—(2) and (d)(1)—(2), transmitted to QAL 6—6-2003 and filed
7-18-2003 (Register 2003, No. 29).
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§ 30316.20. Quality Assurance Testing.

(a) Each facility using screen—film systems for mammography shall
adjust and maintain each processor used to develop mammograms so that
the manufacturer’s technical development specifications for the mam-
mography film in use are met. Each day mammograms are processed and
before processing mammograms the tacility shall determine that the pro-
cessor used to develop mammograms, using the mammography film of
the type used clinically, meets the following:

(1) Base plus fog—density is within plus 0.03 of the established operat-
ing level,

(2) Mid-density is within plus or minus (.15 of the established operat-
ing level; and

(3) Density difference is within plus or minus 0.15 of the established
operating level.

(b} Each facility using screen—film systems for mammography shall,
each week in which mammography is performed, produce an image of
a phantom that meets the requirements of section 30316.22. The test shall
be performed prior to mammography on the day the test is performed. Be-
fore exposing the phantom an acrylic disc measuring one centimeter in
diameter and four millimeters thick shall be placed on the phantom in the
image area so it will not obscure details in the phantom and where it can-
not cast a shadow on any portion of the AEC detector, The phantom shall
then be exposed using the mammography film of the type used clinically
and the techniques used for clinical images of a standard breast. The re-
sulting phantom image shall meet the following:

{1} The center of the image has an optical density (OD) of at least 1.40
and once an established operating level is determined, the difference does
not change by more than plus or minus 0.20 OD when compared to the
established operating level;

(2) The difference between the OD measured inside the image of the
disc and the OD measured adjacent to the image of the disc is at least 0.40
and once an established operating level is determined, the difference does
not change by more than plus or minus 0.05 GD when compared to the
established operating level; and

{(3) Obtains a score of at least 4.0 for fibers, 3.0 for specks and 3.0 for
masses using the phantom image scoring protocol in section 30316.30.

{c) Each facility conducting mammography shall, at intervals not to
exceed three months:

(1) Test the residual fixer retained in the film to determine that it is no
more than § micrograms per square centimeter; and

{2) Perform a repeat analysis on mammograms repeated or rejected.
If the total repeat or reject rate changes from the previously determined
rate by more than 2.0% of the total films included in the analysis, the rea-
son(s) for the change shall be determined by the facility. Any corrective
actions shall be documented and the results of those corrective actions
shall be assessed. Test films, cleared films, or film processed as a result
of exposure of afilm bin shall not be included in the count for repeat anal-
ysis but shall be counted to determine reject rate changes and may be dis-
posed of following completion of the analysis.

{(d) Each facility conducting mammography shall, prior 1o initial use
and at intervals not to exceed six months:

{1 Determine that the optical density attributable to darkroom fog
does not exceed 0.05, by performing a test which uses mammography
film of the type used clinically in the facility in which the film is exposed
such that the film has a mid—density of no less than 1.4 OD, and is ex-
posed to typical darkroom conditions for two minutes while such film,
with one~half of the film covered, is placed on the counter top, emulsion
side up. If the darkroom has a safelight used for mammography film, it
shall be on during this test;

(2) Conduct testing on all cassettes used for mammography in the fa-
cility for screen—film contact using 40 mesh copper screen during which
the entire area of the cassette that may be clinically exposed shall be
tested; and
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(3) Determine that the X—ray system is able to compress the breast with
a force of at least 25 pounds and maintain this compression for at least
15 seconds, except that for systems with automatic compression, the
maximum force applied without manual assistance shall be greater than
25 pounds and shall not exceed 45 pounds.

(ey Each facility conducting mammaography shall, annually, ensure
that a medical physicist verifies that:

(1) Until October 28, 2002, the automatic exposure control (AEC) can
maintain film optical density within plus or minus 0.30 of the average of
the optical densities measured using homegeneous acrylic thicknesses of
2,4, and 6 centimeters and the kilovoltage peak (kVp) is varied appropri-
ately for such thicknesses over the kVp range used ¢linically in the facil-
ity. Each image of the homogencus acrylic shall have an optical density
(OD) of at least 1.20. If the AEC cannot meet this requirement, a chart
shall be posted that specifies appropriate techniques (kVp and density
control settings) for different breast thicknesses and compositions so that
optical densities within plus or minus 0.30 of the average under photo-
timed conditions can be produced;

(2) After October 28, 2002, the AEC can maintain film optical density
within plus or minus 0.15 of the average of the optical densities measured
using homogeneous breast-tissue equivalent material thicknesses of 2,
4, and 6 centimeters (cm} and the kVp is varied appropriately for such
thicknesses over the kVp range used clinically in the facility. Each image
of the homogenous breast-tissue equivalent material shall have an OD
of at least 1.20;

(3) When the AEC mode is used and the OD is increased or decreased
from the normal or baseline setting, the net overall change in OD across
the range of clinically used density control settings shall cxceed the OD
range established under subsection (e)(12) and if that net overall change
in OD is equal to or greater than the maximum difference in OD allowed
under subsection (€)(12), this change shall be distributed over a mini-
mum of two density control settings removed from the normal or baseline
sefting;

{4} By using the protocol specified in subsection (b), the mammogra-
phy system, if a screen—film system, can produce a phantom image that
meets the following:

{A) The center of the image has an OD of at least 1.40;

(B) The difference between the OD measured inside the image of the
disc and the OD measured adjacent to the image of the discis af least 0.40;
and

{C) Obtains a score of 4.0 for fibers, 3.0 for specks and 3.0 for masses
using the phantom image scoring protocol in section 30316.30.

(D) The difference between the OD measured inside the image of the
disc and the OD measured adjacent to the image of the disc is at least 0.40
and the difference is not more than plus or minus 0.05 OD when
compared to the facility's established operating level,

(5) Atthe most commonly used clinical settings of kVp, the coefficient
of variation of reproducibility of the kVp is equal to or less than 0.02;

(63 The kVp is accurate to within plus or minus 5.0% of the indicated
or selected kVp at the following:

(A)The lowestclinical kVpthat can be measured by ak Vpiestdevice;

(B) The most commonly used clinical kVp; and

(C) The highest available clinical kVp.

(7) The focal spot condition meets one of the following:

(A Until October 28, 2002, the measured focal spot length (dimension
paratiel to the anode cathode axis) and width {dimension perpendicular
to the anode cathode axis) shall be within the tolerance limits specified
in Table 1. If a star pattern is used to evaluate Tocal spot condition, the
star pattern shall, for evaluation of the large focal spot, be no larger than
1.5 degrees and, for evaluation of the small focal spot, be no larger than
1.0 degree.
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Table 1
Focal Spot Tolerance Limit

Nominal Focal Spot Size (mm) Maximum Measured Dimensions

Width (mm) Length (mm)

0.10 0.15 0.15
0.15 0.23 0.23
0.20 0.30 0.30
0.30 0.45 0.65
0.40 0.60 0.85
0.60 0.90 1.30

(B) The focal spot condition shall be evaluated by determining the
mammography system resolution in accordance with the following and
meet the specified criteria:

(1) Each mammography system used for mammography, in combina-
tion with the mammography screen—film combination used in the facil-
ity, shall provide a minimum resolution of |1 cycles/millimeter (mm)
(line—pairs/mm) when a high contrast resolution bar test pattern is ori-
ented with the bars perpendicular to the anode—cathode axis, and a mini-
mum resolution of 13 line—pairs/mm when the bars are parallel 1o that
axis;

(2) The bar pattern shall be placed 4.5 cm above the breast support sur-
face, centered with respect to the chest wall edge of the image receptor,
and with the edge of the pattern within 1 cm of the chest wall edge of the
image receptor;

(3) When more than one target material is provided, the measurement
in subsection (e)(7)(A) shall be made using the appropriate focal spot for
each target material;

(4) When more than one source—image—distance (SID) is provided, the
test shall be performed at the SID most commonly used clinically; and

(5) Test kVp shall be set at the value used clinically by the facility for
a standard breast and shall be performed in the AEC mode, if available.
If necessary, a suitable absorber may be placed in the beam to increase
exposure times. The screen—film cassette combination used by the facil-
ity shall be used to test for this requirement and shall be placed in the nor-
mal location used for clinical procedures.

(8) The half-value layer (HVL) of the useful beam is not less than the
value specified in Table 2 of section 30308(a)(3) for the minimum HVL.
These values, extrapolated to the mammographic range, are shown as
follows, except that values not shown in Table 2 may be determined by
linear interpolation or extrapolation:

Table 2
X-ray Tube Voltage (kilovolt peak) and Minimum HVL

Designed Measured Operating Minimum HVL
Operating Range (kV) Voltage (kV) (mm of alurminum)
Below 50 20 0.20

25 0.25

30 0.30

(9) The coefficient of variation for both air kerma and milliampere—se-
conds (mAs) does not exceed 0.05;

(10) By performance of a test using the techniques the facility uses
clinically for a standard breast, the average glandular dose delivered by
screen—film systems during a single craniocaudal view of an FDA ac-
cepted phantom simulating a standard breast does not exceed 3.0 milli-
gray (mGy) (0.3 rad) per exposure;

(11) All systems meet the following:

(A) Possess beam—limiting devices that allow the entire chest wall
edge of the X—ray field to extend to the chest wall edge of the image re-
ceptor and provide means to assure that the X-ray field does not extend
beyond any edge of the image receptor by more than 2.0% of the SID;

(B) Provide that if a light field that passes through the X-ray beam li-
mitation device is used, it is aligned with the X—ray field so that the total
of any misalignment of the edges of the light field and the X-ray field
along either the length or the width of the visually defined field at the
plane of the breast support surface shall not exceed 2.0% of the SID; and

(C) The chest wall edge of the compression paddle does not extend be-
yond the chest wall edge of the image receptor by more than 1.0% of the
SID when tested with the compression paddle placed above the breast
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support surface at a distance equivalent to standard breast thickness. The
shadow of the vertical edge of the compression paddle shall not be visible
on the image.

(12) The uniformity of screen speed of all cassettes in the facility are
tested, and that the difference between the maximum and minimum opti-
cal densities do not exceed 0.30. The optical density of the test films shall
be no less than 1.4;

(13) During the uniformity of screen speed test specified in subsection
(e)(12), system artifacts are evaluated with a high—grade, defect—frec
sheet of homogeneous material large enough to cover the mammography
cassette and performed on all cassette sizces used in the facility using a
grid appropriate for the cassette size being tested. The optical density of
the test films shall be no less than 1.4;

(14) System artifacts are evaluated for all available focal spot sizes and
target/filter combinations used clinically;

(15) Until October 28, 2002, each machine produces, over 3.0 se-
conds, a minimum output of 4.5 mGy air kerma per second (513 milli-
roentgen (mR) per second) when operating at 28 kVp in the standard
mammography (molybdenum/molybdenum) mode at any SID where the
system is designed to operate and when measured by a detector with its
center located 4.5 cm above the breast support surface with the compres-
sion paddie in place between the source and the detector;

(16) After October 28, 2002, each machine produces, over 3.0 se-
conds, a minimum output of 7.0 mGy air kerma per second (800 milli-
roentgen (mR) per second) when operating at 28 kVp in the standard
mammography (molybdenum/molybdenum) mode at any SID where the
system is designed to operate and when measured by a detector with its
center located 4.5 cm above the breast support surface with the compres-
sion paddie in place between the source and the detector;

(17) If the system is equipped with a provision for automatic decom-
pression after completion of an exposure or interruption of power to the
system, it provides:

(A) An override capability to allow maintenance of compression;

(B) A continuous display of the override status; and

(C) A manual emergency compression release that can be activated in
the event of power or automatic release failure.

(18) The calibration of the densitometer and sensitometer used by the
facility meets the manufacturer’s specifications; and

(19) For systems with image receptor modalities other than screen—
film, the quality assurance program meets the quality assurance program
recommended by the image receptor manufacturer, except that the maxi-
mum allowable dose shall not exceed the maximum allowable dose for
screen—film systems specified in subsection (e)(10).

(f) Each facility conducting mammography shall ensure that:

(1) The darkroom or the area used to load or unload mammography
film is cleaned each day before any mammography is performed;

(2) Intensifying screens are cleaned each week using a screen cleaner
recommended by the screen manufacturer; and

(3) All view boxes used to score phantom images and interpret mam-
mograms are cleaned each week. If the view box used to interpret mam-
mograms is at a different location than where the mammograms are tak-
en, the facility shall ensure that documentation establishing the following
is available to personnel and Department inspectors;

(A) Physical location(s) where the mammograms produced by the fa-
cility are interpreted;

(B) For each location, the individual responsible for ensuring the view
boxes are cleaned at intervals not to exceed seven calendar days; and

(C) A log indicating the date and who cleaned the view boxes.

(g) After completion of the tests specified in subsections (a), (b), (d)
and (e)(4), (10) and (19), if any of the testresults fail to meet the specified
criteria, the source of the problem shall be identificd and corrective ac-
tions shall be taken before any further mammographic examinations are
performed or any films are processed using the component of the mam-
mography system that tailed the test.

(h) Each facility conducting mammography shall, if any of the results
of the tests specified in subsections (c), (e)(1) through (3), (§) through (9)
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and (11) through (18) and (f) fall outside the action limits, identify the
source of the problem and take corrective actions within 30 days of the
lest date.

(i) All quality assurance data collected during tests conducted pur-
suant to this section shall be analyzed and if any problems are detected
by analysis of that data, the problems shall be corrected to ensure com-
pliance with this section.

(i) Documentation of the tests performed, the analysis of data ob-
tained, corrective actions and the effectiveness of those actions taken
pursuant to this section shall be maintained in accordance with section
30319.20.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.

Reference: Sections | 15060, 115100 and 15115, Health and Safety Code
HisTORY

1. New section filed 2--10-2003 as an emergency; operative 2-10-2003 (Register

2003, No. 7). A Certificate of Compliance must be transmitted to OAL by

6102003 or emergency language will be repealed by operation of law on the

following day.

2. Certificate of Compliance as to 2-10-2003 order, including amendment of sub-
sections (b)—~(b)2), (¢}, (e} 233}, (eX(6)(A), {e)(13) and (H(2)-(3), transmitted
1o QAL 6-6-2003 and filed 7-18-2003 (Register 2003, No. 29).

§ 30316.22. Acceptable Phantoms.

(a) A phantom shall not be used unless it is approved by the FDA and
is:

{1y Mammographic Accreditation Phantom Model 156 produced by
Radiation Measurement, Inc.;

(2y Mammographic Accreditation Phantom Model 18-220 produced
by Nuclear Associates; or

(3) Equivalent in thickness 1o a standard breast and;

(A) Contains six nylon fibers with the following diameters:

1. 1.56 millimeters {mm),

L2 mm;
. 0.89 mm;
075 mm;
C0.54 mmy;
. 0.40 mm;

{B) Contains five aluminum oxide speck groups, each containing six
specks and each speck in the group has the same diameter. The diameter
of the specks shall be:

1. 0.54 mm;

2. 0.40 mm;

3032 mmg

4. 0.24 mm;

5.0.16 mm; and

(C) Contains five nylon massess with decreasing diameters and the
following thicknesses:

1. 2.00 mm;

2. 1.O0 mm;

3.0.75 mm;

4, 0.50 mm;

5.0.25 mm.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.

Reference: Sections 115060, 115100 and 115113, Health and Safety Code.
HisTORY

I. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register

2003, No. 7). A Centificate of Compliance must be transmitted to OAL by

6-10--2003 or emergency language will be repealed by operation of law on the

following day.

2. Ceruificate of Comphance as to 2-10-2003 order, including amendment of sub-

Sectié:)g)(a), transmitted 10 QAL 6-6-2003 and filed 7-18-2003 (Register 2003,

No. .

God DD
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§ 30316.30. Phantom lmage Scoring Protocol.

{a) This section shall apply only to screen-film mammography sys-
tems.

(b) Phantom images shall be scored in accordance with the following
protocol. Each of the following object groups shall be scored separately
and shall meet the criteria specified in section 30316.20(b){3) and (e)(4):

(1) Score the fibers as follows:

Page 202.10

(A) Begin with the Jargest fiber and move down in size, adding one
point for each full fiber until a score of zero or one half'is given, then stop.

(B) If the entire length of the fiber can be seen and its location and
orientation are correct, that fiber receives a score of one,

(C) If at least half, but not all, of the fiber can be seen and its location
and orientation are correct, that fiber receives a score of one half.

(D} If less than one half of a fiber can be seen or if the location or
orientation is incorrect, that fiber receives a score of zero.

(E} After determining the last fiber to be counted, look at the overall
background for artifacts. If there are background objects that are fiber-
like in appearance and are of equal or greater brightness than the last vis-
ible half or full fiber counted, subtract the last half or full fiber scored.

{2) Score the speck groups as follows:

(A) Begin with the largest speck group and move down in size adding
one point for each full speck group until a score of one half or zero is giv-
en, then stop.

(B) If at least four of the specks in any group are visualized, the speck
group is scored as one.

(C) If twe or three specks in a group are visualized, the score for the
group is one half.

(D) If one speck or no specks from a group are visualized, the score
is zero.

(E) After determining the last speck group to receive a full or one~half
point, look at the overall background for artifacts. If there are speck-like
artifacts within the insert region of the phantom that are of equal or great-
er brightness than individual specks counted in the last visible half or full
speck group counted, subtract the artifact speck from the observed
specks, one by one. Repeat the scoring of the last visible speck group af-
ter these deductions.

(33 Score the masses as follows:

{A) Begin with the largest mass and add one point for each full mass
observed until a score of one half or zero is assigned, then stop.

{B) Score one for each mass that appears as a minus density object in
the correct location that can be seen clearly enough to observe round, cir-
cumscribed borders.

(C) Score one~half if the mass is clearly present in the correct location,
but the borders are not visualized as circular.

(D) After determining the last full or half mass to be counted, lock at
the overall background for artifacts. If there are background objects that
are mass—like in appearance and are of egual or greater visibility than the
last visible mass, subtract the last full or half point assigned from the orig-
inal score.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
History
1. New section filed 2-10-200% 155 an emergency; operative 2-10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted 10 OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2-10-2003 order transmitted to QAL 6-6-2003
and filed 7--18-2003 (Register 2003, No., 29),

§ 30316.40. Processing of Mammograms and Phantom
Images.
Each facility possessing a facility accreditation certificate and con-
ducting screen—fitm mammography shall process phantom images in the
processor(s} designated by the facility to process mammograms,

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Cade.
Reference: Sections 115060, Health and Safety Code.
HISTORY
1. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 7). A Certificate of Compliunce must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as 1o 2-10-2003 order transmitted to OAL 6-6-2003
and tiled 7-18-2003 (Register 2003, No. 29).

§ 30316.50. Mammographic Image Identification.
{a) The following information shall be placed on each mammogram
in a permanent, legible manner thatdoes not obscure anatomic structures:

Register 2007, No. 28; 7132007
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(1) Name of patient and an additional patient identifier;

(2) Date of examination;

(3) View and laterality, which shall be indicated on the image in a posi-
tion near the axilla using the abbreviations specified in subsections (b)
and (¢);

(4) Facility name, city, state and zip code of the facility that performed
the mammogram;

(5) Technologist identification;

(6) Identification of the cassette/screen used in producing the mammo-
graphic image; and

(7) Radiation machine identification if there is more than one radiation
machine used for mammography at the facility.

(b) The following abbreviations shall be used to indicate laterality:

(1) Right: “R”;

(2) Left: “L”.

(c) Ata minimum, the following abbreviations shall be used to indicate
the view:

(1) Craniocaudal: “CC”;

(2) Mediolateral oblique: “MLO”;

(3) Mediolateral: “ML”;

(4) Lateromedial: “LM”;

(5) Lateromedial oblique: “LMO”.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and {15115, Health and Safety Code.
HisTORY

. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order transmitted to OAL 6-6-2003

and filed 7-18-2003 (Register 2003, No. 29).

§ 30316.60. Medical Physicist Survey Reports.

(a) Each facility conducting mammography shall undergo an annual
survey by a medical physicist or an individual under the direct supervi-
sion of a medical physicist, and shall obtain a survey report, dated and
signed by the medical physicist and, if an individual performed the sur-
vey under the direct supervision of a medical physicist, the individual be-
ing supervised, showing:

(1) The results with measurements and calculated data used for the
mammography system evaluation and the calibration record required in
section 30316.61(a);

(2) The results of the quality assurance testing evaluation, as well as
written documentation of any corrective actions taken and their results;
and

(3) Written recommendations for corrective actions according to all
results required to be in the report, if applicable.

(b) The survey report, specified in subsection (a), shall be obtained
within 30 calendar days of the date the medical physicist performed and
completed the survey. A facility shall require the medical physicist to
notify them within 72 hours of the date the tests were performed of any
deficiencies that involve any of the items listed in subsection (g) of sec-
tion 30316.20.

(c) The survey report shall identify each radiation machine by the fa-
cility’s radiation machine identification number as specified in section
30317(g).

(d) The survey report, reviews, and calibration documentation re-
quired by this section shall be maintained in accordance with section
30319.20.

NOTE: Authority cited: Sections 115060, 131051 and 131200, Health and Safety
Code. Reference: Sections 115060 and 115100, Health and Safety Code.
HisTory
I. New section filed 2—10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order, including amendment of sub-
section (a)(1), transmitted to OAL 6-6-2003 and filed 7-18-2003 (Register
2003, No. 29).
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3. Amendment of subsection (¢) and NOTE filed 7-11-2007; operative 8-10-2007
(Register 2007, No. 28).

§ 30316.61. Instruments Used by Medical Physicists.

(a) Instruments used by medical physicists to measure the air kerma
orair kerma rate from a radiation machine shall be calibrated at least once
every two years and each time the instrument is repaired. The instrument
calibration shall be traceable to a national standard and calibrated with
an accuracy ol plus or minus 6.0% (95% conlidence level) in the mam-
mography energy range. The calibration record shall be maintained in ac-
cordance with section 30319.20.

(b) Instrumentation used by the medical physicist to measure the illu-
mination as specified in section 30316(b)(13) shall be calibrated in units
of lux or foot candles and shall meet manufacturer specifications.

INOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060 and 115100, Health and Safety Code.
HisTORY
I. New section filed 2—10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6--10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2-10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30317. General Facility Requirements.

(a) The facility shall designate a quality assurance technologist.

(b) Tests specified in section 30316.20(a) through (d) and (f) shall be
performed by the quality assurance (QA) technologist or by other person-
nel qualified to perform the tasks. When other personnel are utilized for
these tasks, the QA technologist shall ensure that the specified tests are
performed correctly. The QA technologist shall maintain documentation
of training received by the other personnel.

(c) The facility’s lead interpreting physician shall verify that the provi-
sions of this section and sections 30316.20, 30316.40, 30316.50,
30316.60, 30317.10, 30317.20, 30317.30, 30317.40, 30317.60, and
30319.20 are met.

(d) A facility shall ensure an interpreting physician is available by tele-
phone or in person for consultation when mammographic examinations
are performed.

(e) A facility shall ensure that mammographic examinations are per-
formed under the supervision, as defined in Health and Safety Code sec-
tion 114850(g), of an individual who meets the requirements of section
30315.50.

(F) Each facility shall provide and require that all operators of radiation
machines used for mammography use a chart or manual that specifies
technique factors to be utilized relative to the patient’s body habitus.

(g) Each facility shall maintain an inventory of each mammography
X-ray machine. The inventory shall identify each machine by a unique
radiation machine identification number. That number shall be perma-
nently affixed to the machine.

NOTE: Authority cited: Sections 115060, 131051 and 131200, Health and Safety
Code. Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
HISTORY
1. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 7). A Certificate of Compliancc must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

3. New subsection (g) and amendment of NOTE filed 7-11-2007; operative
8-10-2007 (Register 2007, No. 28).

§ 30317.10. Mammography Quality Assurance Program.

(a) Each facility shall establish and maintain a mammography quality
assurance (QA) program to ensure the safety, reliability, clarity and accu-
racy of mammography services performed at the facility. A review of the
QA program shall be conducted and documented by the lead interpreting
physician at intervals not to exceed six months. The QA program shall,
at a minimum, include the following:

(1) Establishment of operating levels meeting manufacturer specifica-
tions by which the criteria specified in section 30316.20(a) is compared.
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{2y Docurmentation of accreditation by an entity approved by the FDA
pursuant to 42 United States Code Section 263b{e)(1){A) and certifica-
tion by FDA;

(3) Documentation that each interpreting physician who interprets
mammograms for the facility meets the reguirements of section
30315.50.

{(4) Documentation that each mammographic radiologic technologist
who performs mammography meets the requirements of section
30315.51;

(5) Documentation that each medical physicist who performs the tests
specified in section 30316.20(e) meets the requirements of section
3031552

(6) The QA manual required by section 30317.20;

{7) The mammography procedures manual required by section
30317.30; and

(8) If the facility is a mobile service provider, a list identifying the
physical location where radiation machines are vsed.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code,
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.

HisToRY
t. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 7). A Certiticate of Compliance must be transmitted to OAL by
6~10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as 1o 2-10-2003 order transmitted to OAL 662003
and filed 7-18-2003 (Register 2003, No. 29).

§$ 30317.20. Quality Assurance Manual.

(a) Each facility that performs mammography shall establish and
maintain a written quality assurance (QA) manual. The lead intcrpreting
physician shall document a review of the QA manual at intervals not to
exceed six months. At a minimum, the QA manual shall contain:

(1) A list of names identifying the following:

(A) The lead interpreting physician designated by the facility,

{B) The quality assurance technologist;

(C) The medical physicist who will perform the tests specified in sub-
section (e} of section 30316.20; and

(D) The company providing processor and equipment services.

{2y The procedures to be used to ensure that the tests specified in sec-
tion 30316.20(a) through (d) and () are performed and the criteria have
been met;

(3) The procedure for correcting each finding that fails to meet the re-
quirements of section 30316.20(a) through {);

{4y Examples of the forms to be used for each test specified in section
30316,20 (a) through (d) and {f);

(5) Documentation that equipment used during QA tests specified in
section 30316.20 meet manufacturer specifications;

(6) The most recent survey report required to be obtained pursuant to
section 30316.60 and evidence that instruments used by the medical
physicist are calibrated pursuant to section 30316.61,

(7 Documentation of all QA tests required to be performed pursuant
to section 30316.20(a) through (d) and (f);

(8) Documentation of compliance with section 30316.20(g) and (h);

{9) Documeniation of compliance with section 30316.10 covering the
previous two years;

{10y Documentation that each interpreting physician, mammographic
radiologic technologist and medical physicist has reviewed the manual
annually or, if any update has occurred, evidence that the manual has
been reviewed by the said individuals; and

{11y Documentation of preventive and corrective maintenance, chem-
istry replacement and cleaning of each processor used to process mam-
mograms. The documentation shall contain the signature of the individu-
al who performed the mainienance.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
History
1. New section filed 2—-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 73. A Certificate of Compliance must be transmitted to OAL by

Page 202.12

6102003 or emergency language will be repealed by operation of law on the
following day.

2. Centificate of Compliance as to 2- [0-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30317.30. Mammography Procedures Manual.

(a) Each facility shall establish a written mammography procedures
manual. The lead interpreting physician shall document a review of the
manual at intervals not to exceed six months. The mammography proce-
dures manual shall, at a minimum, contain the following:

(1) The procedure for corrective action when the images interpreting
physicians are asked to interpret are of poor quality and documentation
that the procedure is followed;

{2) A policy that requires each interpreting physician to participate in
the mammography medical outcomes audit as specified in section
30317.60;

(3) Examples of mammographic examination reports in lay language
for each assessment of findings category and the procedures used to en-
sure the patient, if the patient does not indicate a health care provider, is
referred to a health care provider if the patient’s mammogram is inter-
preted by an interpreting physician as a positive mammogram;

(4) The procedure used to inquire whether or not the patient has pros-
thetic devices implanted in the breast prior to the mammographic ex-
amination and evidence that the procedure is followed. The procedure
shalt specify that except where contraindicated, or unless modified by a
physician’s directions, patients with such tmplants shall have mammo-
graphic views to maximize the visualization of breast tissue;

(5) The procedure to be used by each mammographic radiologic
technologist to ensure that prior to each mammographic examination the
mammography equipment is disinfected. The procedure shall comply
with title 29, Code of Federal Regulations section 1910.1030 as of July
I, 2001, title 8, California Code of Regulations section 5193 and with the
manufacturer’s recommended procedures for cleaning and disinfection
of the mammography equipment used in the facility;

{6} The procedures used to comply with section 30317.70 pertaining
to consumer complaints;

{7) The procedure used (o ensure mammographic examination reports
are sent as required by section 30317.40; and

(8) Documentation that the mammography medical outcomes audit is
performed as specified in section 30317.60.

{b) Procedures and policies developed to comply with this section
shall be followed by the facility.

NOTE: Authority cited: Sections (00275 and 15060, Health and Safety Code,
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
HISTORY
. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to QAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.
2. Certificate of Compliance as to 2-10-2003 order, including amendment of sub-
section (a)(5), transmitted to OAL 6-6-2003 and filed 7-18-2003 (Register
2003, No. 29).

§30317.40. Mammographic Examination Reports.

(ay Each facility shall ensure that a written report of the results of each
mammographic examination conducted at that facility is prepared and in-
cludes at least the following;

{1} Name of the patient and an additional patient identifier,

{2} Date of the examination;

{3) Name of the interpreting physician who interpreted the mammo-
grant;

(4) Overall assessment of findings, classified in one of the following
categories:

{A) “Negative:” Nothing to comment upon (if the interpreting physi-
cian is aware of clinical findings or symptoms, despite the negative as-
sessment, these shall be explained);

(B} “Benign:” Also a negative assessment;

{C) “Probably Benign:” Finding(s) has a high probability of being be-
nign;
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(D) “Suspicious:” Finding(s) without all the characteristic morpholo-
gy of breast cancer but indicating a definite probability of being malig-
nant;

(E) “Highly suggestive of malignancy:” Finding(s) has a high proba-
bility of being malignant;

(5) In cases where a final assessment category cannot be assigned due
to incomplete work—up, “Incomplete: Need additional imaging evalua-
tion” shall be assigned as an assessment and reasons why no assessment
can be made shall be stated by the interpreting physician; and

(6) Recommendations made to the patient’s health care provider about
what additional actions, if any, should be taken. All clinical questions
raised by the referring physician shall be addressed in the report to the
extent possible, even if the assessment of findings is negative or benign.

(b) Each facility shall ensure that the report specified in subsection (a)
is summarized in lay terms and sent no later than 30 calendar days from
the date of the mammographic examination to the patient.

(c) Each facility shall ensure that the report specified in subsection (a)
is sent no later than 30 calendar days from the date of the mammographic
examination to the referring physician(s), or if the patient is self-re-
ferred, to the physician indicated by the patient or the physician to whom
the facility refers the patient.

(d) Each facility shall verify that:

(1) Patients with an overall assessment of findings of “suspicious” or
“highly suggestive of malignancy” and patients needing repeat examina-
tions have received notification; and

(2) Physicians have received notification of patients with an overall as-
sessment of findings of “suspicious” or “highly suggestive of malignan-
cy” and needing repeat examinations.

(e) If an interpreting physician has given a mammogram an assessment
of findings as “suspicious” or “highly suggestive of malignancy,” the fa-
cility shall attempt to communicate the results to the patient within five
working days and the health care provider or if the health care provider
is unavailable, to a responsible designee of the health care provider with-
in three working days.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Section I15060, Health and Safety Code.

HisTORY

I. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order, including amendment of sub-
sections (a)(6) and (e), transmitted to OAL 6-6-2003 and filed 7-18-2003
(Register 2003, No. 29).

§ 30317.50. Mammogram and Report Retention.

Unless otherwise required by law, each facility that performs mam-
mography shall:

(a) Unless transferred in accordance with subsection (b), maintain
mammograms and the reports specified in section 30317.40 for a mini-
mum of seven years and if no additional mammograms of the patient are
taken by the facility, mammograms and reports shall be maintained for
a minimum of ten years.

(b) Upon request or on behalf of the patient, permanently or temporari-
ly transfer the original mammograms and copies of the patient’s mam-
mographic examination reports to a medical institution, a physician or to
the patient directly. Any fee charged for this service shall not exceed the
documented cost of the service.

(¢) If the facility will discontinue the performance of mammography,
notify the Department prior to discontinuing mammography of how all
records kept pursuant to subsection (a) will be maintained.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections | 15060 and 123145, Health and Safety Code.

HisTorY
1. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register

2003, No. 7). A Certificate of Compliance must be transmitted to OAL by

6—10-2003 or emergency language will be repealed by operation of law on the

following day.
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2. Certificate of Compliance as to 2—10-2003 order transmitted to OAL 6—6-2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30317.60. Mammography Medical Outcomes Audit.

(a) Each facility possessing a facility accreditation certificate shall col-
lect and review outcome data for all mammograms interpreted by the fa-
cility as a positive mammogram, including follow—up on the disposition
of all positive mammograms and correlation of pathology results with the
interpreting physician’s mammographic examination report. Each facil-
ity shall analyze these outcome data for all interpreting physicians, both
individually and collectively. The lead interpreting physician or an inter-
preting physician designated by the lead interpreting physician shall per-
form the analysis.

(b) For any cases of an individual diagnosed with breast cancer who
was imaged at the facility and whose identity became known to the facil-
ity, the ftacility shall initiate follow—up on surgical and/or pathology re-
sults and conduct a review of any mammogram taken prior to the diagno-
sis of amalignancy. These cases shall be included in the analysis required
pursuant to subsection (a).

(¢) Each facility possessing a facility accreditation certificate shall en-
sure that the analysis required by subsection (a) is initiated no later than
12 months after the date of issuance of the facility accreditation certifi-
cate. The analysis shall be completed within 12 months of the date the
analysis was initiated. Subsequent audit analyses shall be performed at
least once every 12 months thereafler.

(d) The facility’s lead interpreting physician or an interpreting physi-
cian designated by the lead interpreting physician, shall:

(1) Record the dates of the audit period(s);

(2) Document the results;

(3) Review the medical outcomes audit data;

(4) Analyze the results of the audit;

(5) Provide the results of the review of a specific interpreting physician
to that interpreting physician and the overall results of the review for the
facility review; and

(6) Provide a written description of any follow—up actions and the na-
ture of the follow—up actions taken.

(e) Each facility shall maintain reports, outcome data, analyses and
documentation of actions taken specified in this section in accordance
with section 30319.20.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
HisTORY
1. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6—10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

§ 30317.70. Consumer Complaints.

Each facility posscssing a facility accreditation certificate shall:

(a) Establish a written procedure for collecting and resolving consum-
er complaints;

(b) Maintain a record of each serious complaint received by the facility
in accordance with section 30319.20;

(c) Provide to the consumer, upon request, a copy of the facility’s pro-
cedure required in subsection (a) and instructions for {iling serious com-
plaints to the entity approved by the FDA pursuant to 42 United States
Code Section 263b(e)(1)(A) that accredited the facility;

(d) Report unresolved serious complaints to the Department within 30
calendar days of receiving the complaint.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code.
Reference: Section 115060, Health and Safety Code.
HisTorY

t. New section filed 2-10-2003 as an cmergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6—10-2003 or cmergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2—-10-2003 ordcr, including amendment of sub-
section (b), transmitted to OAL 6-6-2003 and filed 7-18-2003 (Register 2003,
No. 29).

Register 2007, No. 28; 7—13-2007
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§ 30318.10. Additional Requirements for Mobile Service
Providers.

(a) Prior to the performance of mammography by a mobile service pro-
yider at a location other than a location identified on the application sub-
mitted pursuant to section 30315.22 or 30315.23, the provider shall
notify the Department. The notification shall include:

(1) The name and address of the mobile service provider;

(2) The certificate number as shown on the facility accreditation certif-
icate of the mobile service provider;

(3) The physical location of the new location where mammography
will be performed;

{4} The name and telephone number of the individual who is allowing
the service to be provided at the new location;

(5) Tt the radiation machine is moved to where the mammographic ex-
aminations will be performed, the designated room number within the
physical building at the new location of use; and

(6) The physical location where mammograms produced at the new
location will be processed.

(b} After each relocation of the radiation machine and before the per-
formance of mammography on humans, the processor shall be tested to
ensure that the criteria specified in section 30316.20(a) are met, and the
radiation machine shall be tested to ensure that it meets the requirements
of section 30316.20(b)(1) through (3). If a processor is not available at
the location where mammography is performed, a phantom image shall
be produced by using the procedure specified in section 30316.20(b).
The selected kilovoltage—peak and milliampere—seconds (mAs) shall be
recorded and compared to the mAs value previously established as meet-
ing the phantom image criteria specified in section 30316.20(b). If the
two mAs values are within plus or minus 10 percent of each other, mam-
mography may be performed. If the values exceed the limits, mammog-
raphy shall not be performed and corrective actions shall be taken to
bring the two values within the limit.

{c) If a mobile service provider processes mammograms at a location
other than where the mammograms are taken:

(1) The mammograms shall be transported in a container that protects
the film from exposure 1o light, heat, humidity, radiation, and conditions
that may damage the mammograms and processed within 48 hours from
the time the mammogram is taken;

(2 Allog shall be maintained that includes the name of each patient and
unique identification number, date, and time of the first exam of each
hatch, and date and time of batch processing in accordance with section
30310.20; and

(3) The container used to transport the mammograms shall be cleaned
at intervals not 1o exceed seven days or if mammography is performed
at greater intervals, before the mammograms are transported.

{d) Prior to processing mammograms, the provider shall ensure that
the test specified in section 30316.20(a) has been met and that the phan-
tom image produced during the test specified in subsection (¢) of this sec-
tion meets the phantom image criteria specified in section 30316.20(b)
and if the phantom image fails due to processing problems, the problems
shall be corrected prior to processing the mammograms. If the phantom
image fails due to a non-processor problem, the provider may process the
mammograms, but the lead interpreting physician shall evaluate each
mammogram to determine whether any patient must be recatled to have
their mammograms repeated, Prior to further clinical use, the mammog-
raphy system shall be evaluated and problems corrected to ensure that the
mammography system is in compliance with all requirements of this ar-
ticie.

{e) Documentation demonstrating compliance with this section shall
he maintained in accordance with section 30319.20.

NOTE - Authority cited: Sections 100275 and 115060, Health and Safety Code,
Reference: Sections 115060, 115100 and 1151135, Health and Safety Code.
HISTORY
1. New section filed 2-10-2003 as an emergenicy; operative 2-10-2003 (Register
2003, No. 7). A Cenificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.
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2. Certificate of Compliance as to 2-10-2003 order, including amendment of sub-
sections (b) and (c)(1), transmitted o QAL 6-6-2003 and filed 7-18-2003
(Register 2003, No. 29).

§ 30318.11. Posting Requirements for Mobile Service
Providers.

{ay Each mobile service provider shall ensure the following are kept
with each radiation machine used to perform mammography in a mobile
setting:

(1) Al ttems required to be posted pursuant to section 30255,

(2) The mammographic radiologic technologist’s certificate issued
pursuant to section 30455.1 to the individual performing the mammo-
graphic examination and posted so the patient can view it during the ex-
amination;

(3) For facilities performing mammography, the lead interpreting phy-
sician’s radiology supervisor and operator certificate issued pursuant to
section 30466(d) or 30467 and posted so the patient can view it during
the examination;

(4) The document required to be posted on the radiation machine pur-
suant to Health and Safety Code section 115115(b) so the patient can
view it during the examination;

(5 A copy of the certificate issued by FDA and posted so the patient
can view it during the examination;

{6) The quality assurance records for on-board processors as specified
in section 30316.20(a) for at least the last 30 calendar days.

(7y Documentation that, for each location of use visited in the last 30
calendar days, section 30318.10(b) has been met; and

(8) The quality assurance manual as specified in section 30317.10.

(b) Each provider shall maintain a log that identifies the date and
physical location where each radiation machine is used.

NOTE: Authority cited: Sections 100275 and 115060, Health and Safety Code,
Reference: Sections 115060, 115100 and 115115, Health and Safety Code.
HisTorY
I. New section filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Certificate of Compliance as to 2- 10-2003 order transmitted to QAL 6-6-2003
and filed 7-18-2003 {(Register 2003, No. 29).

§ 30319. Notification Requirements.

{a) Within 30 calendar days of the occurrence of any of the following
events, each facility that performs mammography shall inform the De-
partment of the event:

(1) Change in the information submitted in response to section
30315.22(a)(1y;

(23 Change in the identity of the enlity approved by the FDA pursuant
10 42 United States Code Section 263b(e)(1)(A) that accredited the facil-
ity;

(3) Change in certification status with the FDA,

(4) Change in facility personnel and, if adding an interpreting physi-
cian, mammographic radiologic technologist, or medical physicist;

(5) Change in location of a radiation machine within the facility;

{6} Change in facility name or owner,

(7} Disassembly and reassembly of any radiation machine or proces-
sing equipment;

(8) Change in the accreditation status;

(9) Change in the facility’s contact person.

(b) Notifications made pursuant to this section shali be made in writing
and contain the name, signature and date of signature of the facility ad-
ministrator, owner or designee.

NOTE: Authorily cited: Sections (00275 and 115060, Health and Safety Code.
Refercnce: Section 115060, Health and Safety Code.
HisToRY

1. New section filed 2-10-2003 as an emergency; operative 2—10-2003 (Register
2003, No. 7). A Certificate of Compliance must be transmitted 1o OAL by
6-10-2003 or emergency language will be repealed by operation of Jaw on the
following day.

2. Certificate of Compliance as to 2-10-2003 order transmitted to OAL 6-6-2003
and filed 7-18-2003 (Register 2003, No. 29).

Register 2007, No. 28; 7-13-2007
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§ 30320.90

§ 30319.20. Record Keeping Requirements.

(a) Each facility shall maintain and make available for inspection by
the Department the records specified in Table | until Department inspec-
tion or the time interval specified which ever is greater:

Table 1. Record Keeping Reguirements

Specific Section Type of Record

Time Interval for Record Keeping

3031550 Personnel Qualifications for physicians At least two vears after the physician no longer
worked at the facility
30455.1 Personnel Qualifications for mammographic At least two years after the technologist no longer
radiologic technologists worked at the facility
30315.52 Personnel Qualifications for medical physicists At least two years after the medical physicist no
longer worked at the facility
30316.20(a) QA logs 3 years
Processor film strips I year
30316.20(b) Phantom image score sheets 3 years
Phantom images 1 year
30316.200cX 1) Fixer retention log sheet 3 years
Fixer retention test film 1 year
30316.20(cH2) Repeat Analysis 3 years
30316.20(d)( 1} Darkroom fog log sheets 3 years
Darkroom test films 1 year
30316.20(dX2) Screen—film contact log sheets 3 years
Screen—film contact test films I year
30316.20(d)(3) Compression test log sheet 3 years
30316.20(H Darkroom cleaning logs 3 years
Intensifying screen cleaning logs 3 years
View box cleaning logs 3 years
30316.60 Medical Physicist Survey Report, evaluations & 3 years
mstrument calibration reports
30316.10 Evaluations of new or repaired equipment 3 years
30317.60 Medical Outcomes Audit analysis 3 years
30317.70 Consumer complaints 3 years
30318.10 All mobile service provider documents 3 years

{b) Each facility shall maintain records for inspection by the Depart-
ment showing calibrations, maintenance, and modifications performed
on each radiation machine for three years. These records shall include the
date of the calibration, maintenance, or modification performed, the
name of the individual making the record, and the manufacturer’s model
and the facility’s radiation machine identification number as specified in
section 30317(g).

(c) Each facility shall maintain records showing the receipt, transfer,
and disposal of radiation machines pursuant to section 30293, These re-
cords shall include the date of receipt, transfers, or disposal, the name and
signature of the individual making the record, and the manufacturer’s
model and the facility’s radiation machine identificalion number as spe-
cified in section 30317(g). Records shall be main{ained for inspection by
the Department until the facility ceases use and disposes of the radiation
machine,

NOTE: Authority cited: Sections 115060, 131051 and 131200, Health and Safety
Code. Reference: Section 115060, Health and Safety Code.
HisTory

New section [iled 2-10-2003 as an emergency; operative 2- 10-2003 (Register
2003, No. 7). A Centificate of Compliance must be transmitted to OAL by
6-10-2003 or emergency language will be repealed by operation of law on the
following day.

2. Centificate of Compliance as to 2-10-2003 order transmitted to OAL 6-6-2003

and filed 7-18-2003 (Register 2003, No. 29).

3. Amendment of subsections (b)-{¢) and amendment of Nots filed 7-11-2007;
operative 8-10-2007 (Register 2007, No. 28).

Page 202,15

§ 30320.90. Grounds for Suspension, Revocation,
Amendment or Restriction of a Facility
Accreditation Certificate.

(a) A fracility accreditation certificate may be revoked, suspended,
amended or restricted for any of the following:

(1) Violation of any provision of the Act, any regulation promulgated
pursuant to the Act, any provision of the Radiclogic Technology Act, as
defined in Health and Safety Code section 27, any regulation promul-
gated pursuant to the Radiologic Technology Act, or any order of the De-
partment;

(2) Failure to pay fees pursuant to sections 30145 or 30145.1;

{3) Refusal to submit to clinical image review or mammography re-
view as directed by the Department;

(4) Failure of clinical images to pass clinical image review or mam-
mography review,

(5) Failure to take corrective action when directed by the Department;

(6) Failure to report changes pursuant 1o section 30319;

{7 Procuring a facility accreditation certificate by fraud, or misrepre-
sentation, or because of mistake;

(8) Failure to maintain mammograms and reports pursuant to section
30317.50,

(9) Failure to ensure the average glandular dose criteria specified in
section 30316.20(e)(10) is not exceeded;

(10) Failure during a Department inspection to obtain the phantom
image score specified in section 30316.20(b)(3);

Register 2007, No. 28; 7--13--2007
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§ 30330

Article 5. Special Requirements for the Use
of Radioactive Material in the Healing Arts
[Repealed]

§ 30321. Accountability, Storage, and Transit. [Repealed]

NOTE: Authority cited: Sections 208 and 2581 1, Health and Safety Code. Refer-

ence: Sections 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety

Code.

HISTORY

. Repealer of article 8 (30320, 30321) and new article 8 (30321) filed | 1-29-65;
effective thirtieth day thereafter (Register 65, No. 23). For former article 8 see
Register 62, No. 1.

2. Change without regulatory effect adding NOTE (Register 87, No. 11).

. Amendment of article heading and subsection (b) filed 3-3-94 as an emergency;
operative 3-3-94 (Register 94, No. 9). A Certificate of Compliance must be
transmitted to OAL by 7-1-94 or emergency language will be repealed by oper-
ation of law on the following day.

4. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and

filed 7-14-94 (Register 94, No. 28).
5. Repealer of article 5 (sections 3032 1-30322) and section filed 10-13-2010; op-
erative 1-1-2011 (Register 2010, No. 42).

)

§ 30321.1. Confirming Removal of Implants. [Repealed]

NOTE: Authority cited: Sections 208 and 25811, Health and Safety Code. Refer-

ence: Sections 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety

Code; and 10 CFR 35.15(b) (vi) and (vii) (39 FR 26143 and 43 FR 553467).
HISTORY

I. New section filed 6-18-87; operative 7-18-87 (Register 87, No. 28).

2. Repealer filed 10-13-2010; operative 1-1-2011 (Register 2010, No. 42).

§ 30322. Records and Reports of Misadministration.
[Repealed]

NOTE: Authority cited: Sections 208 and 2581 1, Health and Safety Code. Refer-
ence: Sections 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTORY

I. New section field 9-5-89; operative 10-5-89 (Register 89, No. 36)
2. Repealer filed 10-13-2010; operative 1-1-2011 (Register 2010, No. 42).

Article 6. Special Requirements for
Radiographic Operations in Industrial
Radiography

§ 30330. Definitions Specific to Industrial Radiography.

(a) The definitions in section 30100 apply to this article.

(b) As used in this article:

(1) “Annual refresher safety training” means training conducted or
provided by a licensee or registrant for its employees on radiation safety
aspects of industrial radiography including the topics specified in sec-
tions 30333(d) or 30336.1(q);

(2) ““Associated equipment” means equipment that is used in conjunc-
tion with a radiographic exposure device to make radiographic exposures
that drives, guides, or comes in contact with the sealed source (e.g., guide
Lube, control tube, control cable, removable source stop. “J” tube and col-
limator when it is used as an exposure head);

(3) “Cabinet X-ray system” means an X-ray system with the X-ray
tube installed in an enclosure independent of existing architectural struc-
tures except the floor on which it may be placed and intended to contain
at least that portion of a material being irradiated, provide radiation atten-
uation, and exclude personnel from its interior during generation of radi-
ation. An X-ray tube used within a shielded part of a building, or X-ray
equipment that may temporarily or occasionally incorporate portable
shielding, is not considered a cabinet X-ray system;

(4) “Collimator” means a radiation shield that is placed on the end of
the guide tube or directly onto a radiographic exposure device to restrict
the size of the radiation beam when the sealed source is cranked into posi-
tion to make a radiographic exposure;
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(5) “Control cable” means the cable that is connected to the source as-
sembly and used to drive the source to and from the exposure location;

(6) “Control mechanism” means a device that enables the source as-
sembly to be moved to and from the radiographic exposure device:

(7) “Control tube” means a protective sheath for guiding the control
cable, which connects the control mechanism to the radiographic expo-
sure device;

(8) “Exposure head” means a device that locates the sealed source in
the selected working position;

(9) “Field radiography” means industrial radiography using a radi-
ation machine but excludes cabinet X-ray systems and shielded—room
radiography machines;

(10) “Field station” means a facility where licensed material may be
stored or used and from which equipment is dispatched;

(11) “Guide tube” means a flexible or rigid tube (i.e., “J” tube) for
guiding the source assembly and the attached control cable (rom the ra-
diographic exposure device to the exposure head;

(12) “Identification card” (ID) means either an ID card issued by:

(A) A licensee, pursuant to section 30333(b)(2), designating the indi-
vidual as a radioactive materials radiographer’s assistant;

(B) A registrant, pursuant to section 30336.5, designating the individ-
ual as a radiation machine radiographer’s assistant; or

(C) The Department indicating the individual is certified pursuant to
sections 30335.2 or 30335.4;

(13) “Industrial radiography™ means the examination of the physical
structure, but not the microscopic structure, or elemental or chemical
composition, of materials, other than human beings or animals, utilizing
radiation;

(14) “Permanent radiographic installation” means a shielded installa-
tion or structure designed or intended for industrial radiography and in
which industrial radiography is performed;

(15) “Practical examination” means a demonstration through practical
application of the safety rules and principles in industrial radiography in-
cluding use of all appropriate equipment and procedures;

(16) “Radiation Safety Officer” means an individual with the respon-
sibility for the overall radiation safety program on behalf of the:

(A) Licensee and who meets the requirements of section 30333.07; or

(B) Registrant and who meets the requirements of section 30336.7;

(17) “Radiographer” means any individual who performs radiograph-
ic operations or who, while in attendance at the site where radiographic
operations are being performed, personally supervises such operations
and who is responsible to the user for assuring compliance with the re-
quirements of this regulation, license or registration conditions and is
certified pursuantto sections 30335.2 or 30335.4 oris in compliance with
section 30335.3;

(18) “Radiographer certification” means written approval indicating
that an individual has satisfactorily met the requirements to be a radiogra-
pher;

(19) “Radiographer trainer” means a radiographer who meets the re-
quirements of sections 30333.05 or 30336.6;

(20) “Radiographer’s assistant” means any individual who has met the
requirements of sections 30333(b) or 30336.5(a)(1) and who must be un-
der personal supervision as required by sections 30333(c) or 30336.1(0);

(21) “Radiographic exposure device” mcans any device containing a
sealed source used to make a radiograph;

(22) “Radiographic operations” means all activitics associated with
the presence of radiation machines or radioactive sources for the perfor-
mance of industrial radiography (except when being transported by a
common or contract transport), and includes surveys (o conlirm the ade-
quacy of boundaries, setting up equipment and any activity inside a re-
stricted area;

(23) “Radiographic personnel” means any radiographer, radiographer
trainer, or radiographer’s assistant;

(24) “Shielded position” means the location within the radiographic
exposure device or source changer where the scaled sourcc is sccured and
restricted from movement;

Register 2010, No. 42; 10—15-2010
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(11} Failure to comply with policies or procedures required to be de- HisToRY
veloped pursuant to section 30317.30; and 1. New sec}ion filed 2-10-2003 as an emergency; operative 2-10-2003 (Register
(12) Suspension or revocation of the facility’s certificate issued by 2003, No. 7). A Cetificate of Compliance must be transmitied to OAL by

) . . A 6-10-2003 or emergency language will be repealed by operation of law on the
FDA pursuanttotitle 21, Code of Federal Regutations, section 900.1 1 (a). following day. geney Tang P vop

NOTE: Authority cited: Sections 100275 and | 15060, Health and Safety Code. 2 Centificate of Compliance as to 2-10-2003 order transmitted to OAL 6-6-20073
Reference: Sections 115060, 115100, 115115, 115145, 115165 and 115215, and filed 7-18-2003 (Register 2003, No. 29).
Health and Safety Code.

[The next page is 203.]
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§ 30330

Article 5. Special Requirements for the Use
of Radioactive Material in the Healing Arts
[Repealed]

§ 30321. Accountability, Storage, and Transit. [Repealed]

NOTE: Authority cited: Sections 208 and 25811, Health and Safety Code. Refer-
ence: Scctions 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safety
Codc.

History

. Repealer of article 8 (30320, 30321) and new article 8 (30321) filed 11--29-65;
cftective thirticth day thereafter (Register 65, No. 23). For former article 8 sce
Register 62, No. 1.

. Change without regulatory cffect adding NoOTE (Register 87, No. 11).

. Amendment of article heading and subscction (b) filed 3-3-94 asan cmergency;
operative 3 3-94 (Register 94, No. 9). A Certificate of Compliance must be
transmitted to OAL by 7-1-94 or emergency language will be repealed by oper-
ation of law on the following day.

. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6 7-94 and
filed 7 14-94 (Register 94, No. 28).

.Repealer of article 5 (sections 30321--30322) and scetion filed 10-13 2010; op-
crative 1 1 2011 (Register 2010, No. 42).

[
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§ 30321.1. Confirming Removal of Implants. [Repealed]

NOTE: Authority cited: Scctions 208 and 2581 1, Health and Safety Code. Refer-

cnce: Scetions 25801, 25802, 25811, 25815, 25875 and 25876, Health and Safcty

Code; and 10 CFR 35.15(b) (vi) and (vii) (39 IFR 26143 and 43 FR 553467).
HisTory

1. New scction filed 6 -18-87; opcrative 7-18-87 (Register 87, No. 28).

2. Repealer filed 1013 2010; operative 1-1-2011 (Register 2010, No. 42).

§ 30322. Records and Reports of Misadministration.
[Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnec: Scetions 25801, 25802, 25815, 25875 and 25876, Hcalth and Safcty Code.
HisTorY

. New scetion ficld 9-5-89; opcrative 10-5-89 (Register 89, No. 36)
2. Repealer filed 10 13-2010; operative 1-1-2011 (Register 2010, No. 42).

Article 6. Special Requirements for
Radiographic Operations in industrial
Radiography

§ 30330. Definitions Specific to Industrial Radiography.

(a) The definitions in section 30100 apply to this article.

(b) As used in this article:

(1) “Annual refresher safety training” means training conducted or
provided by a licensee or registrant for its employees on radiation safety
aspects of industrial radiography including the topics specitied in sce-
tions 30333(d) or 30336.1(q);

(2) “Associated cquipment” means equipment that is used in conjunc-
tion with a radiographic exposure device to make radiographic exposures
that drives, guides, or comes in contact with the sealed source (e.g., guide
tube, control tube, control cable, removable source stop, “J’” tube and col-
limator when it is used as an exposure head);

(3) “Cabinct X-ray systcm” means an X ray system with the X-ray
tube installed in an enclosure independent of existing architectural struc-
tures except the floor on which it may be placed and intended to contain
at least that portion of a material being irradiated, provide radiation atten-
nation, and cxclude personnel from its interior during generation of radi-
ation. An X-ray tube uscd within a shiclded part of a building, or X ray
cquipment that may temporarily or occasionally incorporate portable
shielding, is not considered a cabinet X—ray system;

(4) “Collimator” mcans a radiation shield that is placed on the cnd of
the guide tube or directly onto a radiographic cxposure device to restrict
the size of the radiation beam when the sealed source is cranked into posi-
tion to make a radiographic exposure;
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(5) “Control cable” means the cable that is connected to the source as-
sembly and used to drive the source to and from the exposure location;

(6) “Control mechanism” means a device that enables the source as-
sembly to be moved to and from the radiographic exposure device;

(7) “Control tube” means a protective sheath for guiding the control
cable, which connects the control mechanism to the radiographic expo-
sure device;

(8) “Exposure head” means a device that locates the sealed source in
the selected working position;

(9) “Field radiography” mcans industrial radiography using a radi-
ation machine but excludes cabinet X ray systems and shiclded room
radiography machines;

(10) “Field station” means a facility where licensed material may be
stored or used and from which equipment is dispatched,

(11) “Guide tube” means a flexible or rigid tube (i.e., “J” tubc) for
guiding the source assembly and the attached control cable from the ra-
diographic exposure device to the exposure head;

(12) “Idcntification card” (ID) means either an ID card issued by:

(A) A licensee, pursuant to scetion 30333(b)(2), designating the indi-
vidual as a radioactive materials radiographer’s assistant;

(B) A registrant, pursuant to section 30336.5, designating the individ-
ual as a radiation machine radiographer’s assistant; or

(C) The Department indicating the individual is certified pursuant to
sections 30335.2 or 30335.4;

(13) “Industrial radiography” means the examination of the physical
structure, but not the microscopic structure, or clemental or chemical
composition, of materials, other than human beings or animals, by non-
destructive testing, utilizing radiation;

(14) *“Permancnt radiographic installation” means a shielded installa-
tion or structure designed or intended for industrial radiography and in
which industrial radiography is performed;

(15) “Practical examination” means a demonstration through practical
application of the safety rules and principles in industrial radiography in-
cluding use of all appropriate equipment and procedures;

(16) “Radiation Safety Officer” means an individual with thc respon-
sibility for the ovcrall radiation safety program on behalf of the:

(A) Licensee and who meets the requirements of section 30333.07; or

(B) Registrant and who meets the requirements of scction 30336.7;

(17) “Radiographer” means any individual who performs radiograph-
ic operations or who, while in attendance at the sitc where radiographic
operations are being performed, personally supervises such operations
and who is responsible to the uscr for assuring compliance with the re-
quircments of this regulation, liccnsc or registration conditions and is
certified pursuant to sections 30335.2 or 30335.4 or is in compliance with
section 30335.3;

(18) “Radiographer certification” means written approval from a certi-
fying entity listed in section 30335.3(b), certifying that the individual has
satistactorily met the requirements to be a radiographer;

(19) “Radiographer trainer” means a radiographer who meets the re-
quirements of scctions 30333.05 or 30336.6;

(20) “Radiographer’s assistant” means any individual who has met the
requirements of sections 30333(b) or 30336.5(a)(1) and who must be un-
der personal supervision as required by scetions 30333(¢) or 30336.1(0);

(21) “Radiographic exposure device” means any device containing a
sealed source used to make a radiograph;

(22) “Radiographic operations” mcans all activities associated with
the presence of radiation machines or radioactive sources for the perfor-
mance of industrial radiography (except when being transportcd by a
common or contract transport), and includes surveys to confirm the ade-
quacy of boundaries, setting up cquipment and any activity inside a re-
stricted area;

(23) “Radiographic personnel” means any radiographer, radiographer
traincr, or radiographer’s assistant;

(24) “Shielded position” means the location within the radiographic
exposure device or source changer where the sealed source is secured and
restricted from movement;
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(25) “Shielded—room radiography” means industrial radiography us-
ing a radiation machine such that irradiation of the material occurs in an
enclosed room designed to allow admittance of individuals and the room
meets the requirements of subsections (d), (¢) and (h) of section 30336;

(26) “Source assembly” means an assembly that consists of the sealed
source and a connector that attaches the source to the control cable;

(27) “Source changer” means a device designed and used for replace-
ment of sealed sources in radiographic exposure devices, including those
also used for transporting and storage of sealed sources;

(28) “Storage area” means any location, facility, or vehicle which is
used to store, to transport, or to secure a radiographic exposure device,
a storage container, or a sealed source when it is not in use and which is
locked or has a physical barrier to prevent accidental exposure, tamper-
ing with, or unauthorized removal of the device, container, or source;

(29) “Storage container” means a container in which sealed sources
are secured and stored;

(30) “S—tube” means a tube through which the radioactive source trav-
els when inside a radiographic exposure device;

(31) “Temporary jobsite” means a location where radiographic opera-
tions are conducted and where licensed material may be stored other than
those location(s) of use authorized on the license.

NOTE: Authority cited: Scetions 114975, 115000 and 131200, Health and Safety
Code. Reference: Scctions 114965, 114970, 115230, 115235, 131050, 131051
and 131052, Health and Safety Codec.
HISTORY
. Repealer of article 9 and new article 9 (sections 30330 through 30336) filed
11-29-65; cffcctive thirticth day thercafter (Register 65, No. 23). For former
article 9, scc Register 62, No. 1.

2. Change without regulatory cffeet adding NOTE (Register 87, No. 11).

3. Amendment of article heading filed 3-3--94 as an emergency; operative 3-3-94
(Register 94, No. 9). A Cettificatc of Compliance must be transmitted to OAL
by 7-1-94 or emergencey language will be repealed by operation of law on the
following day.

4. Certificate of Compliance as to 3—-3-94 order transmitted to OAL 6-7-94 and
filed 7 -14-94 (Register 94, No. 28).

5. Amendment of article heading and repealer and new section heading, scction
and NOTE filed 4-11-2008; opcrative 5 11-2008 (Register 2008, No. 15).

6. Amendment of subscetions (b)(13) and (b)(18) and amendment of NoOTE filed
12-30-2014; opcrative 4-1-2015 (Register 2015, No. 1).

§ 30331. Eligibility for and Renewal of Approval as a
Radiation Safety Training Provider and
Provider Requirements.

(a) To be eligible for or renewal of approval as a radiation safety train-
ing provider an applicant shall submit a complete application consisting
of:

(1) The legal name, the mailing address and the telephone number of
the applicant;

(2) The applicant’s federal employer identification number and
California taxpayer identification number, or if the applicant is an indi-
vidual, the applicant’s social security number (pursuant to the authority
found in sections 131200 and 115000(b) of the Health and Safety Code
and as required by section 17520 of the Family Code, providing the social
security number is mandatory. The social security number will be used
for purposes of identification);

(3) Proof that the applicant’s curriculum covers the subjects specified
in section 30335.10 and includes, at a minimum:

(A) A description of course content covering those subjects;

(B) The number of hours spent on each subject; and

(C) A description of all reference materials used in the training such
as handouts, slides, and overhead transparencies;

(4) The names of all instructors including each individual’s training
and experience in industrial radiography. There shall be at least one
instructor who meets the requirements specified in sections 30333.05
and 30336.6 or at least two instructors such that one meets the require-
ments specified in section 30333.05 and the other meets the requirements
of section 30336.6;

(5) A copy of a sample written examination and the correct answers
to the test questions used for determining an individual’s understanding
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of and competency in the subjects specified in section 30335,10. The ex-
amination shall be at least 50 questions in length. Successful complction
shall be correctly answering at lcast 80 percent of the questions in a
closed—book testing session; and

(6) The application fee specified in section 30336.8.

(b) Approval as a radiation safety training provider shall be valid for
five years except that, for providers who possess a specific license issued
pursuant to section 30195.3, the approval shall be valid for the period of
time up to and including the expiration date as stated on the specific li-
cense unless that period of time is less than five years.

(c) Each approved provider shall:

(1) Issue a certificate of training to each individual who satisfactorily
completes radiation safety training. The certificate shall contain, at a
minimum, the:

(A) Legal Name of the individual,

(B) Name and provider number as shown on the provider’s approval,

(C) Dates of training;

(D) Statement “I (printed name of trainer or radiation safety officer)
certify that the individual named on this certificate has satisfactorily
completed the radiation safety training curriculum specified in Title 17,
California Code of Regulations, section 30335.10;” and

(E) Original signature and date of signature of the provider’s trainer
or radiation safety officer;

(2) Maintain records of attendance for five years from the individual’s
completion of the radiation safety training;

(3) Notify the Department 30 calendar days prior to any change in the
information submitted pursuant to subsections (a)(1) through (a)(4);

(4) Meet and continually maintain all standards set forth in the applica-
tion and this section; and

(5) Be subject to Department audit.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Hcalth and Safety Codc. Referenee: Scetions 114965 and 114970, Health and
Safety Code.

HisTORY

1. Amendment filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
28).

2. Renumbering of former subscctions (a)(5) and (a)(6) to subscctions (a)(6) and
(a)(7), and thc ncw subscction (a)(5) filed 7-12—89; opcrative 8-11-89 (Regis-
ter 89, No. 28).

3. Repealer and new scction heading, scetion and NOTE filed 4-11-2008; opcra-
tive 5—11-2008 (Register 2008, No. 15).

§ 30332. Performance Requirements for Radiographic
Exposure Devices, Storage Containers, and
Source Changers.

(a) All radiographic exposure devices and associated equipment shall
comply with the following:

(1) Except as provided in subsection (b), each radiographic exposure
device, source assembly or sealed source and all associated equipment
shall meet the requirements specified in American National Standard
N432-1980 “Radiological Safety for the Design and Construction of Ap-
paratus for Gamma Radiography,” published as NBS Handbook 136, is-
sued January 1981 (ANSI N432)*;

(2) Each radiographic exposure device shall have attached to it a dura-
ble, legible, clearly visible label bearing the:

(A) Chemical symbol and mass number of the radionuclide in the de-
vice;

(B) Activity and date on which this activity was last mcasured;

(C) Model number and serial number of the sealed source;

(D) Manufacturer of the sealed source; and

(E) Licensee’s name, address and telephone number;

(3) Radiographic exposure devices intended for use as Type B trans-
port containers shall meet the applicable requirements of section 30373;

(4) Modification of radiographic exposure devices, source changers,
source assemblies and associated equipment is prohibited, unless the de-
sign of any replacement component, including source holder, source as-
sembly, controls or guide tubes would not compromise the safcty design
features of the system;
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(5) For radiographic exposure devices and associated equipment that
allow the source to be moved out of the device for routine operation:

(A) The coupling between the source assembly and the control cable
shall be designed in such a manner that the source assembly will not be-
comc disconnected if cranked outside the guide tube. The coupling shall
be such that it cannot be unintentionally disconnected under normal and
reasonably foreseeable abnormal conditions;

(B) The device shall automatically secure the source assembly when
it is cranked back into the fully shiclded position within the device. This
securing system may only be releascd by means of a dcliberate operation
on the exposure device;

(C) The outlet fittings, lock box, and control cable fittings on each ra-
diographic exposure device shall be equippcd with safety plugs or covers
which shall be installed during storage and transportation to protect the
source assembly from water, mud, sand or other forcign matter;

(D) Each sealed source or source assembly shall have attached to it or
engraved in it, a durable, legible, visible label with the words “Danger
Radioactive.” The label shall not interfere with the safe operation of the
exposure device or associated equipment;

(I¥) The guide tube shall have passed the crushing tests for the control
tube as specified in ANSIN432 and a kinking resistancc test that closely
approximates the kinking forces likely to be encountered during use;

(F) Guide tubes shall be used when moving the source out of the de-
vice.

(G) An exposure head or similar device designed to prevent the source
assembly from passing out of the end of the guide tube shall be attached
to the outermost end of the guide tube during radiographic opcrations;

(H) The guide tube exposure head connection shall be able to with-
stand the tensile test for control units specified in ANSI N432; and

(1) Source changers shall provide a system for assuring that the source
will not be accidentally withdrawn from the changer when connecting or
disconnecting the control cable to or from a sourcc assembly.

(b) Equipment used in radiographic operations necd not comply with
scetion 8.9.2(c) of the Endurance Test in ANSI N432, if the prototype
equipment has bcen tested using a torque value representative of the
torque that an individual using the industrial radiography equipment can
realistically exert on the lever or crankshaft of the control mechanism.

(c) Storage containers and sourcc changers shall not exceed a radiation
cxposure rate of 200 millirems per hour (mrem/hr) at any exterior surface
and 10 mrem/hr at onc meter from any exterior surface with the scaled
source in the shiclded position.

*Copics of American National Standard N432 1980 “Radiological Safety for the
Design and Construction of Apparatus for Gamma Radiography” (published as
NBS Handbook 136, issucd January 1981) may be purchascd from the Superinten-
dent of Documents, U.S. Government Printing Office, Washington, D.C. 20402
and from thc American National Standards Institute, Inc., 25 West 4379 Strect,
New  York, New York 10036 or from IHS Standards Store at
“http://global.ihs.com” using the titlc as the scarch paramcter.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Codc. Reference: Sections 114965, 114970, 115000, 115060, 115230, 115235,
131051, 131052 and 131052, Hcalth and Safcty Code.

HISTORY

1. Renumbering and amendment of former scction 30332(a) to scction 30332(a)
and (b), renumbering and amendment of former section 30332(b) to scction
30332.1, renumbering and amendment of former scction 30332(c) to scction
30332.3, renumbering and amendment of former section 30332(d) to scction
30332.4, renumbering and amendment of former section 30332(c) to section
30332.5, rcnumbering and amendment of former scction 30332(f) to scction
30332.6, and renumbcering and amendment of former scetion 30332(g) to scc-
tion 30332.7 filed 7- 7-86; cffective thirticth day thereafter (Register 86, No.
28). For prior history, scc Registers 72, No. 42 and 67, No. 46.

2. Amendment of scction heading and NOTE and new subscctions (¢} (¢} S)(I)
filed 9--16-92; opcrative 10 -16-92 (Register 92, No. 38).

. Amendmcent of scction, NoTE and footnote filed 4 11 2008; operative
5-11-2008 (Register 2008, No. 15).

4. Amendment of subscction (a), footnote and Note: filed 12-30 2014; operative
4 12015 (Register 2015, No. 1).

[9%)
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§ 30332.1. Security of Radiographic Exposure Devices,
Storage Containers and Source Changers.

(a) Each radiographic cxposure device shall be provided with a lock
or outer locked container designed to prevent unauthorized or accidental
exposure and shall be kept locked, and if a keyed-lock, with the key re-
moved, at all times except during authorized use or when under the direct
surveillance of a radiographer or radiographer’s assistant. In addition,
during radiographic operations a sealed source assembly shall bc sccured
in the shielded position cach time the source is returned to that position.

(b) Each storage container and source changer shalf be provided with
alock and kept locked, and if a keyed--lock, with the key removed, when
containing a sealed source except when the containcr is under the direct
surveillance of a radiographer or radiographer’s assistant.

(c) Locked radiographic exposure devices, storage containers and
source changers shall be physically secured to prevent tampering or un-
authorized removal.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Health and Safety Code. Reference: Scctions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Code.

HisTory

1. Renumbering and amendment of former Scction 30332(b) to Section 30332.1
filed 7 7 86; cffective thirticth day thereafter (Register 86, No. 28). For prior
history, sce Registers 72, No. 42 and 67, No. 46.

2. Amendment of scetion and NOTE filed 4-11-2008; operative 5 11 2008 (Reg-
ister 2008, No. 15).

§ 30332.2. Security of Permanent Radiographic
Installations.

(a) Each entrance that is used for personnel access to the high radiation
area, defined in title 10, Code of Federal Regulations, Part 20 (10 CFR
20), section 20.1003 incorporated by reference in section 30253, ina per-
manent radiographic installation shall have either:

(1) A control device that, upon entry into the area, causes the level of
radiation to be reduced below that level at which an individual might re-
ceive a deep -dose equivalent, defined in 10 CFR 20, section 20.1003 in-
corporated by reference in section 30253, of 0.1 rem in one hour at 30
centimeters from the radiation source or from any surface that the radi-
ation penetrates; or

(2) Both conspicuously visible and audiblc warning signals to warn of
the presence of radiation. The visible signal shall be continuously actu-
ated by radiation whenever a source is exposed. The audible signal shall
be actuated when an attempt is made to enter the installation while the
source is cxposed.

(b) If access is controlied pursuant to subsection (a)(1), the entrance
control device shall be tested monthly. If access is controtled pursuant to
subscction (a)(2). the system shall be tested with a radiation source cach
day before the installation is used for radiographic operations and shall
include a check of both the visible and audible warning signals. In either
case, if an entrance control device or warning signal is operating improp-
erly, it shall bec immediately labeled as defeetive and repaired within 30
calendar days. The installation may continue to be used during this
30-day period provided the licensee complies with section 30334 and
each individual wears an alarming ratemeter in addition to other dosime-
ters required by section 30333.2(a).

(¢) Documentation demonstrating compliance with this section shall
be maintained for three ycars and kept available for inspection.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Health and Safcty Code. Reference: Scctions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Codc.

HisTorY

1. New scction filed 7-7-86; cffective thirticth day thereafter (Register 86, No.
28).

2. Repealer and new scction and NOTE filed 4-11-2008; operative 5--11--2008
(Register 2008, No. 15).
§ 30332.3. Radiation Survey Instruments.
(a) Each user shall maintain a sufficient number of calibrated and oper-
ablc radiation survey instruments to make radiation surveys as required
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by this regulation. Each instrument shall be capable of measuring a range
of two millirems per hour through one rem per hour.

(b) Each radiation survey instrument shall be calibrated:

(1) At intervals not to exceed six months and after each instrument
servicing;

(2) For linear scale instruments, at two points located approximately
one-third and two—thirds of full-scale on each scale; for logarithmic
scale instruments, at mid-range of each decade, and at two points of at
least one decade; and for digital instruments at three points between two
and 1000 millirems per hour; and

(3) So that an accuracy within plus or minus 20 percent of the calibra-
tion source can be demonstrated at each point checked.

(c) Records of the results of instrument calibrations shall be main-
tained for three years and kept available for inspection.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Hcalth and Safety Code. Reference: Scctions |14965, 114970, 115000, 115060,
115230 and 115235, Health and Safcty Code.

HisTORY

1. Renumbering and amendment of former Scction 30332(c) to Scetion 30332.3
filed 7-7-86; cffective thirticth day thercafter (Register 86, No. 28). For prior
history, sce Registers 72, No. 42 and 67, No. 46.

2. Amendment of section and NOTE filed 4-11-2008; operative 5—-11-2008 (Reg-
ister 2008, No. 15).

§ 30332.4. Leak Testing, Repair, Tagging, Opening,
Modification, and Replacement of Sealed
Sources and Depleted Uranium Shielding.

(a) Replacement of any sealed source in a radiographic exposure de-
vice, and leak testing, repair, tagging, opening or any other modification
of any sealed source shall be performed only by persons specifically au-
thorized by the Department to do so pursuant to Group 2 of this subchapt-
er.

(b) Leak testing of sealed sources and radiographic exposure devices
using depleted uranium (DU) shielding and an S—tube configuration shall
be performed in accordance with section 30275 except that testing of ra-
diographic exposure devices shall be tested for DU contamination at in-
tervals not to exceed 12 months. If the test reveals the presence of 0.005
microcuries or more of removable DU contamination, the radiographic
exposure device shall be removed from service and an evaluation of the
S-tube shall be made. If the evaluation reveals that the S—tube is worn
through, the radiographic exposure device shall not be used. Radiograph-
ic exposure devices with DU shielding need not be tested while in storage
and not in use except that before using or transferring such a device, the
device shall be tested for DU contamination if the interval of storage or
non—use ¢xceeded 12 months.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Hcalth and Safety Code. Reference: Scctions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Codec.

HisTORY

1. Renumbcring and amendment of former Scction 30332(d) to Scction 30332.4
filed 7-7-86; cffective thirticth day thercafter (Register 86, No. 28). For prior
history, scc Registers 72, No. 42 and 67, No. 46.

2. Amendment of scction heading, scction and NoTE filed 4--11-2008; operative
5-11-2008 (Register 2008, No. 15).

§ 30332.5. Quarterly inventory of Sealed Sources.

(a) Each user shall conduct a quarterly physical inventory, and make
a written record thereof, to account for all sealed sources and all devices
containing depleted uranium (DU).

(b) The records described in subsection (a) shall be kept available for
three years for inspection by the Department and shall include the:

(1) Radionuclidc, number of becquerels (curies) or mass (for DU) in
each device;

(2) Manufacturer, model, and serial number of each sealed source and/
or device, as appropriate;

(3) Location of all sealed sources or devices;

{4) Date of the inventory; and

(5) Name of the individual conducting the inventory.
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NOTE: Authority cited: Scetions 114975, 115000 and 131200, Health and Safcty
Codc. Reference: Scctions 114965, 114970, 115000, 115060, 115230, 115235,
131050, 131051 and 131052, Health and Safcty Code.

HisTory

1. Renumbering and amendment of former Section 30332(c) to Section 30332.5
filed 7-7-86; cffcctive thirticth day thercafter (Register 86, No. 28). For prior
history, scc Registers 72, No. 42 and 67, No. 46.

2. Amendment of scetion and NOTE filed 4-11-2008; operative 5-11 2008 (Reg-
ister 2008, No. 15).

3. Amendment of scction and NOTE filed 12-30-2014; opcrative 4-1-2015 (Reg-
ister 2015, No. 1).

§ 30332.6. Utilization Logs.

(a) Each user shall maintain current logs, which shall be maintained
for three years and kept available for inspection at the address specified
in his license, containing the following information for each sealed
source:

(1) A description, including the make, model, and serial number of the
radiographic exposure device or transport or storage container in which
the sealed source is located;

(2) The identity and signaturc of the radiographer to whom the sealed
source is assigned; and

(3) Locations where used and dates of use, including the dates re-
moved and returned to storage.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safcty

Code. Referenee: Scections 114965, 114970, 115000, 115060, 115230, 115235,

131050, 131051 and 131052, Health and Safety Code.

HisTorY

1. Renumbering and amendment of former Scetion 30332(f) to Scction 30332.6
filed 7-7-86; cffective thirticth day thercafter (Register 86, No. 28). For prior
history, scc Registers 72, No. 42 and 67, No. 46.

2. Amendment of seetion and NOTE filed 4-11-2008; operative 5-11-2008 (Reg-
ister 2008, No. 15).

3. Amendment of subscctions (a)(1)~(3) and NoTE filed 12-30-2014; operative
4-1-2015 (Register 2015, No. 1).

§ 30332.7. Inspection and Maintenance of Radiographic
Exposure Devices, Storage Containers, Source
Changers and Survey instruments.

(a) Each user shall perform visual and operability checks on survey
instruments, radiographic exposure devices, transport and storage con-
tainers, associated equipment and source changers before use on each
day the equipment is to be used to ensure that the equipment is in good
working condition, that the sources are adequately shielded, and that re-
quired labeling is present. Survey instrument operability shall be per-
formed using a radiation source. If equipment problems are found, the
equipment shall be removed from service until repaired.

(b) Each user shall establish and implement written procedures for:

(1) Inspection and routine maintenance of radiographic exposure de-
vices, source changers, associated equipment, transport and storage con-
tainers, and survey instruments at intervals not to exceed threec months
or before the first use thereafter to ensure components important to safety
are functioning. Replacement components shall meet design specifica-
tions. If equipment problems are found, the equipment shall be removed
from service until repaired; and

(2) Inspection and maintenance necessary to assure that Type B pack-
ages are shipped and maintained in accordance with section 30373.

(c) Records of equipment problems and of any maintenance per-
formed pursuant to this section shall be maintained for three years after
the record is made. The record shall include the date of check or inspec-
tion, name of inspector, equipment involved, any problems found, and
what repair and/or maintenance, if any, was done.

(d) Documentation demonstrating compliance with this section shall
be maintained for three years and kept available for inspection.

NOTE: Authority cited: Sections 114975, 115000, 131050, 131051 and 131200,
Hecalth and Safety Codc. Reference: Scetions 114965, 115000, 115060, 115230
and 115235, Health and Safety Code.
HisTorY
1. Renumbering and amendment of former Section 30332(g) to Section 30332.7
filed 7-7-86; cffective thirticth day thereafter (Register 86, No. 28). For prior
history, scc Registers 72, No. 42 and 67, No. 46.
2. Amendment of scction heading and repealer and new scction and NoOTE filed
4-11-2008; opcrative 5-11-2008 (Register 2008, No. 15).
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§ 30332.8. Reporting Requirements.

(a) In addition to the reporting requirements specified in scction 30295
and under other sections of this subchapter, each licensee shall provide
awritten report to the Department within 30 days of the occurrence of any
of the following incidents involving radiographic exposure devices and
associated equipment;

(1) Unintentional disconnection of the source assembly from the con-
trol cable;

(2) Inability to retract the source assembly to its fully shiclded position
and secure it in this position; or

(3) Failure of any component (critical to safe operation of the device)
to properly perform its intended function.

(b) The licensee shall include the following information in each report
submitted under subsection (a):

(1) A description of thc cquipment problem;

(2) Causc of each incident, if known;

(3) Manufacturer and model number of equipment involved in the in-
cident;

(4) Place, time and datc of the incident;

(5) Actions taken to establish normal operations;

(6) Corrcctive actions taken or planned to prevent recurrence; and

(7) Qualifications of personnel involved in the incident.

(c) Reports of radiation exposures submitted to the Department under
title 10, Code of Federal Regulations section 20.2203, incorporated by
reference in section 30253, which involve failure of safety components
of radiography equipment, shall also include the information specificd
in subscction (b).

(d) Any licensce conducting radiographic operations or storing radio-
active matcrial at any location not listed on the license for a period in ex-
cess of 180 days in a calendar year shall notify the Department prior to
cxceeding the 180 days.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Code. Referencce: Scctions 114965, 114970, 115105, 115110, 115235, 131050,
131051 and 131052, Health and Safcty Code.

HisTORY
1. New scction filed 9-9-97; operative 10-9-97 (Register 97, No. 37). For prior
history, scc Register 94, No. 28.
2. Amcendment of section and NOTE filed 4--11-2008; operative 5 11 2008 (Reg-
ister 2008, No. 15).

3. New subscctions (¢), subscction relettering and amendment of Notk filed
12-30-2014; operative 4-1-2015 (Register 2015, No. 1).

§ 30332.9. Labeling, Storage, and Transportation.

(a) A user may not use a source changer or a container to store licensed
material unless the source changer or the storage container has securely
attached to it a durable, legible, and clearly visible label bearing:

(1) The standard radiation trefoil symbol (section 20.1901 of title 10,
Code of Federal Regulations, Part 20 incorporated by reference in section
30253) in the conventional colors of magenta, purple or black, which has
aminimum diameter of 25 millimeters, and which is imposcd on a yellow
background, which encompasses it; and

(2) In the immediate vicinity of the trefoil symbol, the following lan-
guage prominently displayed:

CAUTION (or “DANGER”)

RADIOACTIVE MATERIAL

NOTIFY CIVIL AUTHORITIES (or “NAME OF COMPANY™)

(b) A user may not transport licensed material unless the material is
packaged, and the package is labeled, marked, and accompanied with ap-
propriate shipping papers in accordance with section 30373,

(¢) A uscr shall ensure that locked radiographic exposure devices and
storage containers are physically secured to prevent tampering or remov-
al by unauthorized personncl, The user shall store licensed material in a
manner which will minimize danger from explosion or fire.

(d) A uscr shall lock and physically secure the transport package con-
taining licensed material in the transporting vehicle to prevent accidental
loss, tampering, or unauthorized removal of the licensed material from
the vchicle.
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NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Codc. Reference: Sections 114965, 114970, 115230, 115235, 131050, 131051
and 131052, Hcalth and Safety Code.

HiSTORY
1. New scction filed 12-30-2014; operative 4-1-2015 (Register 2015, No. 1).

§ 30333. Training and Supervision for Radiographers and
Radiographers’ Assistants Using Sealed
Sources.

(a) Prior to allowing an individual to perform as a radiographer, a uscr
shall ensure the individual is a certified radioactive materials radiogra-
pher and has:

(1) Recceived copies of, instruction in, and demonstrated understand-
ing of, applicable provisions of Group 3 of this subchapter, the conditions
of the user’s radioactive material license and operating and emergency
procedures by successful completion of a written or oral cxamination
covering this material. Instruction in this material shall be at Icast cight
hours long. The examination shalt be at least 50 questions in length. Suc-
cessful completion shall be correctly answering at least 80 percent of the
questions in a closed book testing session;

(2) Demonstrated competence to use the radiographic exposure de-
vices, sealed sources, related handling tools, and radiation survey instru-
ments ecmployed by the user by successful completion of a practical ex-
amination covering this material. Instruction in this material shall be at
least four hours long; and

(3) Received the instruction and training specified in subsections
(a)(1) and (a)(2) from aradioactive materials radiographer trainer or radi-
ation safety officer.

(b) Prior to allowing an individual to perform as a radioactive materi-
als radiographer’s assistant, a user shall:

(1) Ensure the individual has:

(A) Received copies of, instruction in, and demonstrated understand-
ing of, applicable provisions of Group 3 of this subchapter, the conditions
of the user’s radioactive material license and operating and emergency
procedures by successful completion of a written examination covering
this material. Instruction in this material shall be at least eight hours long.
The cxamination shall be at least 50 questions in length. Successful
completion shall be correctly answering at least 80 percent of the ques-
tions in a closed-book testing session;

(B) Demonstrated competence to usc the radiographic exposure de-
vices, scaled sources, related handling tools, and radiation survey instru-
ments employed by the user by successful completion of a practical cx-
amination covering this material. Instruction in this material shall be at
least four hours long; and

(C) Received the instruction and training speeified in subscctions
(b)(1)(A) and (b)(1}(B) from a radioactive matcrials radiographer trainer
or the user’s radiation safety officer.

(2) Once the individual has met the requircments of subscction (b)(1),
issue to the individual a durablc identification card, resistant to water,
containing:

(A) The statement “T certify that (the printed name of the individual)
has met the requirements to be a radiographer’s assistant.”;

(B) The name and license number, as shown on the specitic license,
of thc user issuing the card; and

(C) The printed name, signature and date of signature of the instructor
or the user’s radiation safety officer.

(c) Whenever a radiographer’s assistant uses radiographic exposurc
devices, sealed sources or related source handling tools, or conducts radi-
ation surveys rcquired by section 30334 to determine that the scaled
source has returned to the shielded position after an exposure, the radio-
grapher’s assistant shall be under the personal supervision ot a radiogta-
pher trainer. The personal supervision shall include:

(1) The radiographer trainer’s physical presencc at the sitc where the
scaled sources are being used;

(2) The ability of the radiographer trainer to give immediate assistance
if required; and
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(3) The radiographer trainer’s watching the assistant’s performance of
the operations referred to in this section.

(d) Each user shall provide annual refresher safety training to all radio-
graphic personnel at intervals not to exceed 12 months. The radiation
safety officer (RSO) or an individual designated by the RSO shall con-
duct this training and, at a minimum, address or provide:

(1) Results of internal and Department inspections;

(2) New procedures or equipment;

(3) New or revised regulations about industrial radiography using
sealed sources;

(4) Accidents or errors that have been observed and steps to prevent
their recurrence; and

(5) Opportunities for individuals to ask safety questions.

(e) Except in those operations where a single individual serves as one
of the radiographers required by section 30334(b) and the radiation safe-
ty officer (RSO) and performs all radiographic operations, the RSO or the
RSO’s designee shall conduct an internal inspection program to assure
that radiographers and radiographer’s assistants comply with this regula-
tion and license conditions and the licensee’s operating and emergency
procedures. The inspection program shall include or provide:

(1) Observation of the performance of each radiographer and radiogra-
pher’s assistants during an actual radiographic operation at intervals not
to exceed six months; and

(2) That, if a radiographer or a radiographer’s assistant has not partici-
pated in a radiographic operation for more than six months since the last
inspection, that individual’s performance shall be observed and recorded
the next time the individual participates in a radiographic operation.

(f) Each user shall maintain and keep available for inspection for a pe-
riod of three years, the following:

(1) Records of training of each radiographer and each radiographer’s
assistant. The record shall include radiographer certification documents
and verification of certification status, copies of written tests, dates of
oral and practical examinations, and names of individuals conducting
and receiving the oral and practical examinations; and

(2) Records of annual refresher safety training and semi—annual in-
spections of job performance for each radiographer and each radiogra-
pher’s assistant. The records shall list the topics discussed during the re-
fresher safety training, the dates the annual refresher safety training was
conducted, and names of the instructors and attendees. For inspections
of job performancc, the records shall also include a list showing the items
evaluated and any non—compliances observed by the radiation safety of-
ficer.

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safcty
Codc. Reference: Scetions 114965, 114970, 115000, 115060, 115230, 115235,
131050, 131051 and 131052, Health and Safety Code.
HisTorRY
I. Renumbering and amendment of former Scction 30333(a) to Section
30333(a)(c), renumbering and amendment of former Scction 30333(b) to Sce-
tion 30333.1, and renumbering and amendment of former Section 30333(c) to
Secction 30333.2 filed 7-7-86; cffcctive thirticth day thercafter (Register 86,
No. 28). For prior history, scc Register 72, No. 42,

2. Amendment of scction heading, section and NOTE filed 4-11-2008; operative
5--11-2008 (Register 2008, No. 15).

3. Amendment of section heading and subscction (), new subsections (f)-(£)(2)
and amendment of NOTE filed 12-30-2014; opcrative 4-1-2015 (Register
2015, No. 1).

§ 30333.05. Radioactive Materials Radiographer Trainer
Requirements.

(a) A user shall not allow any individual to act as a radioactive materi-
als radiographer trainer unless the:

(1) Individual is a radioactive materials radiographer who:

(A) Ts certified pursuant to section 30335.2 or is in compliance with
section 30335.3;

(B) Has complied with the requirements of section 30333(a)(1) and
(2); and

(C) Has at least 2,000 hours of experience as a radiographer using
sealed sources, performing radiographic operations, radiation surveys
and radiation safety related activities. The experience may not include
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film development and interpretation, darkroom activities, travel, safety
meetings, classroom training, and any work activity not related to the per-
formance of industrial radiography; and

(2) User has received, pursuant to subsection (b), an amended license
identifying the individual as a radiographer trainer.

(b) A user may apply for amendment of the specific license to identify
a radiographer trainer by submitting:

(1) The name and license number as shown on the applicant’s specific
license; and

(2) For each individual who will perform as a radiographer trainer:

(A) The name and number as shown on the individual’s radiographer
certificate issued by the Department or a copy of both sides of the certifi-
cation identification card issued by one of the entities listed in section
30335.3(b); and

(B) Documentation that the individual has complied with subsections
(a)(1)(B) and (a)(1)(C). The documentation shall include the beginning
and ending dates of the experience, the name of licensee under whom the
experience was obtained and, for each radiographic exposure device
used, the model and manufacturer’s name.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Health and Safety Code. Reference: Scetions 114965, 114970, 115060 and
115235, Hcalth and Safcty Code.

HIsTORY
1. New scction filed 4-11-2008; operative 5-11-2008 (Register 2008, No. 15).

§ 30333.07. Radioactive Material Radiation Safety Officer
Requirements.

(a) For an individual to be a radiation safety officer (RSO) for a specif-
ic licensee, the individual shall:

(1) Meet the requirements of section 30333.05(a)(1). Possession of a
provisional radiographer certificate issued pursuant to section 30335.4
is not acceptable for complying with this section. No more than 900 hours
of experience as a radiographer using radiation machines may be counted
toward meeting the 2,000 hours specified in section 30333.05(a)(1)(C);
and

(2) Have completed 4,000 hours of experience using radioactive mate-
rials and experience in radiation protection activities such as developing
or implementing procedures relating to the protection of workers and the
public from radiation including the development or implementation of
procedures for radiation surveys, leak testing of radioactive sources, as-
sessment of dosimetry for radiation work, determination of necessary
radiation shielding, review of survey, leak testing, and personnel dose
measurements, training of personnel, use and maintenancc of sealed
sources and dcvices, monitoring of radiation emergency events, sealed
source and device security, disposal of radioactive material, audits of ra-
diographic operations, survey meter maintenance and calibration, and
transportation of radioactive material.

(b) The RSO shall ensure that radiation safety activities are being per-
formed in accordance with approved procedures, conditions of the li-
censee’s license, and the requirements of this regulation in the daily op-
cration of the licensce’s radiation safety program. Designation of an RSO
does not relieve the specific licensce of any of its responsibility for com-
plying with the Act and this regulation.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Hecalth and Safcty Code. Reference: Sections 114965, 114970, 115060 and
115235, Health and Safety Code.

History
1. New scction filed 4-11-2008; operative 5-11-2008 (Register 2008, No. 15).

§ 30333.1. Operating and Emergency Procedures.

(a) Each user shall establish, implement, maintain and keep current
written operating and emergency procedures which shall include de-
tailed instructions in at least the following matters:

(1) The handling and use of radiographic exposure devices and the
manner of employment to control and limit radiation exposures to indi-
viduals;

(2) Methods and occasions for conducting radiation surveys;

(3) Methods and occasions for controlling access to radiography areas;
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(4) Methods and occasions for locking and securing radiographic ex-
posure devices, transport and storage containers and sealed sources;

(5) Personnel monitoring and the use of personnel monitoring devices;

(6) Steps that must be taken immediately by radiographic personncl in
the event a pocket dosimeter is found to be off scale or an alarm ratemcter
alarms uncxpcctedly;

(7) Transporting sealed sources to ficld locations, including packing
of radiographic exposure devices and storage containers in the vchicle,
placarding of vchicles when needed and control of the scaled sources
during transportation;

(8) Procedures in the event of an accident, including sealed source
handling, minimizing radiation cxposure to individuals, and notifying
proper persons;

(9) Maintenance of records;

(10) The inspection, maintenance, and opcrability checks of radio-
graphic exposure devices, survey instruments, transport and storage con-
tainers and source changers; and

(11) Source rccovery procedures if licensee will perform source re-
covery.

(b) Each user shall maintain a copy of current operating and emergen-
cy procedures until the Department terminates the license. Superseded
material shall be retained for three years after the changc is made.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Code. Reference: Sections 114965, 114970, 115000, 115060, 115230, 115235,
131050, 131051 and 131052, Hcalth and Safety Codec.

HISTORY

{. Renumbering and amendment of former Scction 30333(b) to Scction 30333.2
filed 7-7-86; cftective thirticth day thercafter (Register 86, No. 28). For prior
history, sce Register 72, No. 42.

2. Amendment of scction and NOTE filed 4-11-2008; operative 5-11- 2008 (Reg-
ister 2008, No. 15).

3. New subsection (b) and amendment of NOTE filed 12-30--2014; opcrative
4-1-2015 (Register 2015, No. 1).

§ 30333.2. Personnel Monitoring Control.

(a) Radiographic operations using sealed sources shall not bc per-
formed unless, at all times during radiographic operations, all radio-
graphic personnel wear, on the trunk of the body, a direct reading pocket
dosimcter, an operating alarm ratemeter, and a personnel dosimeter that
requires processing to determine the radiation dose except that at perma-
nent radiographic installations, the wearing of an alarming ratemeter is
not required. Each personnel dosimeter shall be assigned to and worn by
only one individual.

(b) Film badggs shall be replaced at periods not to exceed one month
and other personnel dosimeters that require processing to determine the
radiation dose shall be replaced at periods not to exceed three months. Af-
ter replacement, personnel dosimeters shall be sent for processing by the
uscrs’ dosimetry processor mceting the requirements of section
20.1501(c) of title 10, Code of Fedcral Regulations incorporated by ref-
crence in section 30253 as soon as possible but no later than recom-
mended by the dosimctry processor.

(¢) Pocket dosimeters shall have a range from zero to 200 millirems
and be recharged at the start of each shift. Electronic personal dosimeters
may only be used in place of ion—chamber pocket dosimeters.

(d) Pocket or electronic personal dosimeters shall be read and expo-
sures recorded at the beginning and end of each shift. A record of these
exposures shall be retained for three years after the record is made and
indicate, for each dosimeter used, the manufacturers name, model and se-
rial number and name of individual to whom assigned.

(e) Pocket and electronic personal dosimeters shall be checked at peri-
ods not to cxceed one ycar for correct response to radiation and shall read
within pius or minus 20 percent of the truc radiation exposure.

(f) If an individual’s pocket dosimeter is found to be discharged be-
yond its range or if the individual’s electronic personal dosimeter reads
greater than 200 millirems and the possibility of radiation exposure can-
not be ruled out as the causc, the individual’s personncl dosimeter shall
be sent for processing within 24 hours. The individual may not resume
work assoeiated with any source of radiation until the individual’s radi-
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ation cxposure has been determined. The user’s radiation safety officer
or his designee shall make this determination and the results shall be kept
available for inspection and maintained until the Department terminates
the license.

(g) Reports received from the dosimetry processor shall be retained for
inspection until the Department terminates each license that authorizes
the activity that is subjcct to the recordkeeping requircment.

(h) Each alarming ratemeter shall:

(1) Be checked to ensurc that the alarm functions properly (sounds)
prior to use at the start of each shift;

(2) Be set to give an alarm signal at a preset dose rate of 500 millirems
per hour;

(3) Require special means to change the preset alarm function;

(4) Be calibrated at periods not to exceed one year for correct response
to radiation; and

(5) Alarm within plus or minus 20 percent of the true radiation dose
rate.

(1) Alarming ratemeter calibration records shall be maintained for
three years.

(3) If a personnel dosimeter that requires processing to determine the
radiation dose is lost or damaged during radiographic operations, the
worker shall cease work immediately until a replacement personnel do-
simeter is provided and the exposure is caleulated for the time period
from issuance to loss or damage of the personnel dosimeter. The radi-
ation safety officcer shall perform the calculation. The results with mea-
surements, calculated data, and assumptions made to obtain the calcu-
lated exposure and the time period for which the personnel dosimetcr was
lost or damaged shall be retained for inspection until the Department ter-
minates the license.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,

Hcalth and Safety Code. Reference: Scctions 114965, 114970, 115060 and
115235, Health and Safety Code.
History

1. Repealer and new scction filed 7--18--94 as an emergency; operative 7- 18 -94
(Register 94, No. 29). A Certificate of Compliance must be transmitted to OAL
by 11-15-94 or emergency language will be repealed by operation of law on
the following day. For prior history, scc Register 86, No. 28.

2. liditorial correction of subsection (a) (Register 94, No. 51).

3. Certificate of Compliance as to 7 18 94 order including amendment of NoTE
transmiticd to OAL 11--7-94 and filed 12 21 94 (Register 94, No. 51).

4. Amendment of scetion and NOTE filed 4-11--2008; operative 5-11-2008 (Reg-
ister 2008, No. 15).

§ 30333.3. Location of Documents and Records.

(a) In addition to the requirements of section 30293, each licensce
shall maintain copics of records required by this regulation at the location
identified in the specific license.

(b) Each licensce shall also maintain copies of the following docu-
ments and records sufficient to demonstrate compliance at each applica-
blc field station and cach temporary jobsite:

(1) The license authorizing the usc of licensed material;

(2) A copy this rcgulation, as defined in section 30100;

(3) Utilization rccords for each radiographic exposure device dis-
patched from that location as required by scetion 30332.6.

(4) Records of equipment problems identified in daily checks of equip-
ment as required by section 30332.7;

(5) Records of alarm system and entrance control checks required by
section 30332.2, if applicable;

(6) Records of direct reading dosimeters such as pocket dosimeter and/
or electronic personal dosimeters readings as required by scction
30333.2;

(7) Opcrating and emergency procedurcs required by scetion 30333.1;

(8) Evidence of the latest calibration of the radiation survey instru-
ments In use at the site, as required by section 30332.3;

(9) Evidence of the latest calibrations of alarm ratemeters and oper-
ability checks of pocket dostmeters and/or clectronic personal dosime-
ters as required by section 30333.2;

(10) Latest survey records requircd by scction 30334(h);
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(11) Shipping papers for the transportation of radioactive materials re-
quired by section 30373; and

(12) When operating under reciprocity pursuant to section 30225, a
copy of the Department’s Notice of Reciprocal Recognition.

NOTE: Authority cited: Scetions 114975, 115000, 131050, 131051 and 131200,
Hcalth and Safety Code. Reference: Sections 114965, 114970, 115060 and
115235, Heatth and Safety Code.

HisTorRY
1. New scction filed 4-11-2008; operative 5 - 11-2008 (Register 2008, No. 15).

§ 30334. Precautionary Procedures in Radiographic
Operations Using Sealed Sources.

(a) Radiographic operations shall not be performed unless performed
by radiographic personnel.

(b) Industrial radiography, at a location other than at a permanent ra-
diographic installation, shall not be performed, unless there are at least
two radiographic personnel one of whom is a radiographer. If one of the
personnel is a radiographer’s assistant, the other shall be a radiographer
trainer indicated as such on the specific license.

(c) Radiographic operations shall not be performed unless, during
such operations:

(1) Each radiographer has in their possession a current and valid certi-
fication identification (ID) card issued to them by the Department or the
radiographer is in compliance with section 30335.3(a); and

(2) Each radiographer’s assistant has in their possession the ID card
issued to them by the licensee pursuant to section 30333(b)(2).

(d) During each radiographic operation, radiographic personnel shall
maintain direct visual surveillance of the operation to protect against un-
authorized entry into a high radiation area, except at permanent radio-
graphic installations where all entryways are locked and the require-
ments of section 30332.2 are met.

(e) Areas in which industrial radiography is being performed shall be
conspicuously posted as required by section 20.1902 of title 10, Code of
Federal Regulations, part 20 (10 CFR 20) incorporated by reference in
section 30253, Section 20.1903 of 10 CFR 20 shall not apply to industrial
radiography.

(f) Radiographic operations shall not be performed unless calibrated
and operable radiation survey instruments meeting the requirements of
section 30332.3 are available and used.

(g) A radiation survey shall be made after each radiographic exposure
and before exchanging films, repositioning the exposure head, or dis-
mantling equipment to determine that the sealed source has been returned
to its shielded position. The entire circumferences of thc radiographic ex-
posure device shall be surveyed. If the radiographic exposure device has
a source guide tube, the survey shall include the guide tube.

(h) A radiation survey shall be made to determine that each sealed
source is in its shielded condition prior to locking a radiographic expo-
sure device, storage container or source changer as required by section
30332.1. Records of all such surveys shall indicate the manufacturer’s
namc, model and serial number of the alarming ratemeter worn by and
survey instrument used by the surveyor and the exposure value obtained.
These records shall be maintained for three years and kept available for
inspection.

NOTE: Authority cited: Sections 114975, 115000, 131050, 131051 and 131200,
Hecalth and Safcty Code. Reference: Scctions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safcty Code.
HisTorRY
1. Amendment of subscction (b) filed 10--12-72; eftective thirtieth day thercafter
(Register 72, No. 42).

2. Amendment filed 7-7-86; cffective thirticth day thercafter (Register 86, No.

3. Change without regulatory cffect of subscction (¢) (Register 87, No. 4).

4. Amendment of subsections (¢)—(¢), relettering of former subscction (f) to sub-
scetion (g) and new subscction (f) filed 7-12-89; operative 8—11-89 (Register
89, No. 28).

. Changc without regulatory cffect amending subscction (f) filed 11-1-91 pur-
suant to section 100, title 1, California Codc of Regulations (Register 92, No.
S).

wn
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6. Amendment of subscctions (a)(1) and (b) filed 3-3-94 as an cmergency; opera-
tive 3-3-94 (Register 94, No. 9). A Certificate of Compliance must be trans-
mitted to OAL by 7-1-94 or emergency language will be repealed by operation
of law on the following day.

7. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

8. Amendment of seetion heading, section and NOTE filed 4-11-2008; operative
5-11-2008 (Register 2008, No. 15).

9. Amendment of subscction (d) filed 12-30-2014; opcrative 4-1-2015 (Register
2015, No. 1).

§ 30335. Minimum Subjects to Be Covered in Training
Radiographers. [Repealed]
NOTE: Authority cited: Scetions 208 and 25811, Health and Safety Code. Refer-
cnce: Scctions 25801, 25802, 25811, 25815 and 25876, Health and Safcty Code.
History

1. Amendment of subscction (c) filed 11--16-67; cffective thirticth day thercafter
(Register 67, No. 46).

2. New subscetions (b)(3)(D), (d) and (c) filed 7-7-86; cffective thirticth day
thercafter (Register 86, No. 28)

3. Repealer filed 4-11-2008; operative 5-11-2008 (Register 2008, No. 15).

§ 30335.1. Radiographer Certification Categories.

(a) The categories for radiographer certificates are:

(1) Radioactive materials;

(2) Radiation machines; and

(3) Combination (Radioactive materials and radiation machines).

(b) A radiographer certificate in the:

(1) Category of radioactive materials authorizes the individual to per-
form radiographic operations using sealed sources under a specific li-
censee;

(2) Category of radiation machines authorizes the individual to per-
form radiographic operations using radiation machines under a regis-
trant; and

(3) Combination category authorizes the individual to perform radio-
graphic operations using sealed sources and radiation machines under a
licensee and registrant as applicable.

NOTE: Authorily cited: Sections 114975, 115000, 131050, 131051 and 131200,
Health and Safety Code. Reference: Scetions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Code.

HisTorYy
1. New scction filed 4-11-2008; operative 5—11-2008 (Register 2008, No. 15).

§ 30335.2. Eligibility for and Renewal of a Radiographer
Certificate.

(a) Except as provided in sections 30335.3 or 30335.4, to be eligible
for or renewal of a radiographer certificate an individual shall:

(1) Submit the application described in section 30335.5; and

(2) Pass a Department examination. If any applicant fails the test three
times, the individual shall no longer be eligible unless they obtain addi-
tional radiation safety training and experience as directed by the Depart-
ment. If any applicant fails the test on the fourth try, the individual shail
not be eligible to take the cxam for one year after which they may reapply
pursuant to this section if the radiation safety training and experience re-
quirements have been met in the year immediately preceding the date of
re—application.

(b) The radiographer certificate shall be valid for five years.

(c) To renew an expired radiographer certificate, an applicant shall
comply with subsection (a) and shall be considered as an initial applicant.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Health and Safety Code. Referenee: Sections 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Code.

HisTorY
L. New scction filed 4-11-2008; operative 5-11-2008 (Register 2008, No. 15).

§ 30335.3. Reciprocal Recognition.

(a) Individuals certified by one of the entities listed in subsection (b)
for the specified category need not possess a Department issued radiogra-
pher certificate provided:

(1) The individual’s certification is current and valid,;

(2) No escalated enforcement action is pending with the U.S. Nuclear
Regulatory Commission, the certifying entity or any other state; and
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(3) The certification identification card issued by the certifying cntity
is in the possession of the individual during radiographic operations
within the jurisdiction of the Department in which the individual partici-
pates.

(b) The following certifying entities are recognized for compliance
with subsection (a) in the:

(1) Category of radioactive materials by the:

(A) State of Alabama, Georgia, [llinois, lowa, Louisiana, Mainc,
North Dakota, Oklahoma, South Carolina, or Texas; or

(B) Amcrican Society of Nondestructive Testing, Inc. in Industrial Ra-
diography Radiation Safcty Personnel Certification;

(2) Category of radiation machines by thc:

(A) State of Alabama, Illinois, lowa, Louisiana, Maine, North Dakota,
or Tcxas; or

(B) American Socicty of Nondestructive Testing, Inc. in Industrial Ra-
diography Radiation Safcty Personnel! Certification; or

(3) Combination category (radioactive materials and radiation ma-
chincs) by the:

(A) Statc of Alabama, Illinois, lowa, Louisiana, Maine, North Dakota,
or Texas; or

(B) American Society of Nondestructive Testing, Inc. in Industrial Ra-
diography Radiation Safety Personnel Certification.

(¢) Reciprocal recognition granted pursuant to this section may be re-
voked, suspended, amended or restricted for any of the following:

(1) Failure to maintain the certification upon which the reciprocal rec-
ognition was granted,;

(2) Violation of any provision of thc Act, any regulation promulgated
pursuant to the Act, or any order of the Department;

(3) Incompetencc or gross negligence in performing radiographic op-
erations; or

(4) Exposing any individual to radiation with the intent to harm that
individual.

NOTE: Authority cited: Sections 114975, 115000, 131050, 131051 and 131200,

Health and Safcty Code. Reference: Sections 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Code.

HisTorRY
1. New scction filed 4 -11-2008; operative 5--11--2008 (Register 2008, No. 15).

§ 30335.4. Provisional Radiographer Certificates.

(a) Until December 31, 2009, an application for a provisional radiogra-
pher certificate shall be considered complete if the applicant submits the
information for the certificate category as specified below. After Decem-
ber 31, 2009, applications for provisional radiographer certificates will
not be accepted. To obtain a provisional radiographer certificatc in the:

(1) Radioactive materials category, submit the information specified
in scction 30335.5(b)(1) and (2), the application fee specified in section
30336.8 and:

(A) If specified on a specific license as a radiographer, the name and
liccnse number as shown on the specific license; or

(B) Except as provided in subsection (b), if designated as a radiogra-
pher by a licensee, the name and license number of the licensee as shown
on the specific license, and a letter from the licensee signed by the licens-
cc’s radiation safety officer verifying that the applicant has met the re-
quirements of section 30335.10, has participated in (number of hours)
hours of radiographic operations using radioactive materials and has
demonstrated the capability of working independently as a radiographer.
The number of hours of participation shall be at least 200 but shall not
include the number of hours spent in safety meetings, classroom training,
travel, darkroom activities, film development and interpretation, and any
work activity not related to the performance of industrial radiography. If
the training specificd in section 30335.10 and the required hours were ob-
taincd under multiple licensees, the applicant shall submit enough docu-
ments to support complction of all required training;

(2) Radiation machine category, submit the information specificd in
section 30335.5(b)(1) and (2), the application fee specified in scction
30336.8 and, except as provided in subsection (b):
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(A) Documentation that the requirements of scction 30335.10 have
been met. Documentation shall indicate where the training occurred, to-
tal number of hours spent on the subjects listed in section 30335.10, and
include a copy of the training certificate if one was issued. If a training
certificate was not issued, the applicant shall so state; and

(B) Documentation of at least 120 hours of participation in radiograph-
ic operations using radiation machines. The hours of participation shall
not include safety meetings, classroom training, travel, darkroom activi-
ties, film development and interpretation, and any work activity not re-
lated to the performance of industrial radiography. Documentation shall
indicate the name and registration number of the registrant under whom
thc opcrations were performed, the dates and total number of hours of
participation. If participation occurred under multiple registrants, the ap-
plicant shall submit enough documents to support completion of the 120
hours; or

(3) Combination category, submit the information specified in section
30335.5(b)(1) and (2), the information specified in subsections (a)(1) and
(a)(2)(B) of this scction and the application fee specified in section
30336.8. Individuals applying for the combination category must com-
plete both the 200 hours of participation using radioactive matcrial and
120 hours using radiation machines for a total of 320 hours.

(b) In licu of the requirement in subscctions (a)(1)(B) or (a)(2), train-
ing obtained through providers approved by one of the cntitics listed in
section 30335.3(b) for the specified certificate category shall be accepted
if the applicant completed that training. Documentation of completion
shall be submitted.

(c) Certificates issued pursuant to this section shall be valid for two
years and shall not bc rencwable. Applications for a renewable radiogra-
pher certificate shall be submitted pursuant to section 30335.2 and be
considered as initial applications.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,

Health and Safety Code. Reference: Sections 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Code.

History
I. New scction filed 4 11 2008; opcrative 5 11 2008 (Register 2008, No. 15).

§ 30335.5. Complete Radiographer Certificate Application.

(a) For applicants possessing a currcnt provisional radiographer certif-
icatc in a specified category issued pursuant to section 30335.4, an ap-
plication submitted for compliance with section 30335.2 shall be consid-
crcd complete if the application contains the applicant’s legal name,
mailing address, tclephone number, the certificate number as shown on
their provisional certificate and the examination fee as specified in scc-
tion 30336.8.

(b) For applicants who do not posscss a current provisional radiogra-
pher certificate, an application submitted for compliance with section
30335.2 shall be considered complete if the application contains:

(1) The legal name, mailing address, and telephone number of the ap-
plicant;

(2) The applicant’s social security number (pursuant to the authority
found in scctions 131200 and 115000(b) of the Health and Safety Code
and as required by section 17520 of the Family Code, providing the social
security number is mandatory. The social security number will be used
for purposes of identification);

(3) Except as provided in subsection (¢), for a radiographer certificate
in the radioactive materials catcgory:

(A) A copy of the applicant’s certificate of training issued by a radi-
ation safety training provider approved pursuant to section 30331 or if
renewing the radiographer certificate, the certificate number as shown on
the certificate; and

(B) Except for renewal applicants, documentation of at least 200 hours
of participation in radiographic operations using radioactive material.
The hours of participation shall not include the time spent on completing
the requirements specified in section 30333(b)(1), safety meetings,
classroom training, travel, darkroom activities, film development and in-
terpretation, and any work activity not related to the performance of in-
dustrial radiography. Documentation shall be a letter from the licensee
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under whom the operations were performed verifying that the applicant
has demonstrated the capability of independently working as a radiogra-
pher. The letter shall indicate the licensee’s name and license number as
shown on the specific license, the dates and total number of hours of par-
ticipation and be signed by the licensee’s radiation safety officer. If par-
ticipation occurred under multiple licensees, the applicant shall submit
enough documents to support completion of the 200 hours;

(4) Except as provided in subsection (c), for a radiographer certificate
in the radiation machine category:

(A) A copy of the applicant’s certificate of training issued by a radi-
ation safety training provider approved pursuant to section 30331 or if
renewing the radiographer certificate, the certificate number as shown on
the certificate; and

(B) Except forrenewal applicants, documentation of at least 120 hours
of participation in radiographic operations using radiation machines. The
hours of participation shall not include the time spent on completing the
requirements specified in section 30336.5(a)(1), safety meetings, class-
room training, travel, darkroom activities, film development and inter-
pretation, and any work activity not related to the performance of indus-
trial radiography. Documentation shall indicate the name and
registration number of the registrant under whom the operations were
performed, the dates and total number of hours of participation. If partici-
pation occurred under multiple registrants, the applicant shall submit
enough documents to support completion of the 120 hours;

(5) Except as provided in subsection (c), for a radiographer certificate
in the combination category, all items specified in subsections (b)(3) and
(b)(4)(B). Individuals applying for the combination category must com-
plete both the 200 hours of participation using radioactive material and
120 hours using radiation machines for a total of 320 hours; and

(6) An application fee and an examination fee as specified in section
30336.8.

(¢) In lieu of the requirement in subsections (b)(3), (b)(4) or (b)(5) to
obtain training from providcrs approved pursuant to section 30331 and
experience under a licensee or registrant, training obtained through pro-
viders approved by one of the entities listcd in section 30335.3(b) for the
specified certificate category shall be accepted if the applicant has com-
pleted that training. Documentation of completion shall be submitted.

NOTE: Authority cited: Scetions 114975, 115000, 131050, 131051 and 131200,
Health and Safcty Code. Reference: Scctions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safety Codc.

HiSTORY
1. New section filed 4-11-2008; operative 5—11-2008 (Register 2008, No. 15).

§ 30335.6. Notification of Change of Name or Address.

Each individual certified pursuant to this Article shall report to the De-
partment in writing any change of name or mailing address within 30 cal-
endar days of the change.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Hcalth and Safety Code. Reference: Scctions 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safcty Code.

HisTorY
1. Ncw scction filed 4-11-2008; opcrative 5-11-2008 (Register 2008, No. 15).

§ 30335.10. Radiation Safety Training Curriculum.

An applicant for approval as a radiation safety training provider shall
ensure each student completes at least 40 hours of training in:

(a) Fundamentals of Radiation Safety that addresses:

(1) Characteristics of radiation;

(2) Units of radiation dose and quantity of radioactivity;

(3) Significance of radiation dose to include hazards of excessive ex-
posure to radiation, biological effects of radiation dose, radiation protec-
tion standards and case histories of industrial radiography accidents;

(4) Levels of radiation from radiation machines and radiographic ex-
posure devices; and

(5) Methods of controlling radiation dose: working time, working dis-
tance, shielding.

(b) Radiation instrumentation that addresses:
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(1) Use of radiation survey instruments: operation, calibration, and li-
mitations;

(2) Radiation survey techniques; and

(3) Characteristics and use of personnel monitoring equipment: film
badges, pocket dosimeters and chambers, thermoluminescent dosime-
ters, alarming ratemeters, and optically stimulated luminescent dosime-
ters.

(c) Radiographic equipment that addresses:

(1) Operation and control of radiographic exposure devices, remote
handling equipment, storage and transport containers, source changers,
storage, control and disposal of radioactive material,

(2) Operation and control of radiation machines; and

(3) Inspection and maintenance of equipment.

(d) Federal and State radiation control regulations pertaining to indus-
trial radiography.

(¢) Generic written operating and emergency procedures addressing
the procedures specified in section 30333.1.

NOTE: Authority cited: Scctions 114975, 115000, 131050, 131051 and 131200,
Health and Safcty Code. Reference: Sections 114965, 114970, 115000, 115060,
115230 and 115235, Health and Safcty Code.

HisTory
1. New scction filed 4 -11-2008; operative 5-11- 2008 (Register 2008, No. 15).

§ 30336. Requirements for Shielded—Room Radiography.

(a) A user conducting shielded -room radiography shall designate an
individual as the radiation safety officer. This individual shall meet the
criteria specified in section 30336.7.

(b) A user shall not allow any individual to perform shielded—room ra-
diography unless the individual:

(1) Has completed the training specified in section 30335.10 from a
provider approved pursuant to section 30331;

(2) Has received copies of, instruction in, and demonstrated under-
standing of, the user’s operating and emergency procedures by obtaining
a passing grade of at least 80 percent on a written examination covering
this material. The written examination shall be at least 50 questions in
length. Instruction in this material shall be at least eight hours long; and

(3) Has demonstrated competence to use the radiation machines and
survey instruments employed by the user and in the kinds of radiographic
operations that will be performed by obtaining a passing grade of at least
80 percent on a practical examination covering this material. The practi-
cal examination shall be at least 25 questions in length. Instruction in this
material shall be at least four hours long.

(c) A user shall supply personnel dosimeters that require processing
to determine the radiation dose to and requirc the use by every individual
who operates, who makes “setups,” or who performs maintenance on a
shielded -room radiography unit. Each personnel dosimeter shall be as-
signed to and worn by only one individual and processed in accordance
with section 30333.2(b). Reports received from the dosimetry processor
shall be available for inspection and maintained until the Department ter-
minates the user’s registration. If a personnel dosimeter is lost or dam-
aged during radiographic operations, the worker shall immediately cease
work using radiation sources until a replacement personnel dosimeter is
provided and the exposure is calculated for the time period from issuance
to loss or damage of the personnel dosimeter. The radiation safety officer
shall perform the calculation. The results with measurements, calculated
data, and assumptions made to obtain the calculated exposure and the
time period for which the personnel dosimeter was lost or damaged shall
be retained for inspection until the Department terminates the user’s reg-
istration.

(d) All openings through which an individual could gain access to the
room shall be interlocked so that the radiation machine will not operate
unless all openings are securely closed. The required controls shall be de-
signed such that an individual is not prevented from leaving the room.

(e) The room shall not be occupied during radiation exposures.

(f) A device shall be installed within the room that will, upon actuation,
terminate production of radiation. It shall not be possible to reset, over-
ride, or bypass the device from outside the room.
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(g) Radiation machines used in shielded—room radiography shall meet
the requirements specified in American National Standard N537-1976
“Radiological Safety Standard for the Design of Radiographic and Fluo-
roscopic Industrial X-ray Equipment” published as NBS Handbook 123,
issucd August 1977*, which is incorporated by refercnce.

(h) The interior of the room shall be shielded so that every location on
the exterior does not exceed the dose limits for an unrestricted area as spe-
cified in 10 CFR 20, subpart D incorporated by refercnce in section
30253,

(1) Documentation demonstrating compliance with this section shall
be maintained for three years and kept available for inspection.

*Copics of American National Standard N537-1976 “Radiological Safety Stan-
dard for the Design of Radiographic and Fluoroscopic Industrial X—ray Equip-
ment” (published as NBS Handbook 123, issued August 1977) may be purchased
from the American National Standards Institute, inc., 25 West 431d Street, New

York, New York 10036 or from IHS Standards Storc at “http://global.ihs.com.”

Insert “NBS HDBK 123 for the document number in the Standards Scarch box.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety

Code. Reference: Scctions 114965, 114970, 115060, 131050, 131051 and

131052, Health and Safcty Code.

HisTorYy
. Amendment of subscetion (¢)(4) filed 5--13—69; effective thirticth day thercafter
(Register 69, No. 20).
. Amendment of subscction (¢)(5) filed 10 -12-72; cffective thirticth day thereaf-
ter {Register 72, No. 42).

. Change without regulatory cffcet adding NOTE (Register 87, No. 11).

4. Amendment of subsections (a), (b) and (¢)(5) filed 3-3-94 as an emcrgency; op-
crative 3-3--94 (Register 94, No. 9). A Certificatc of Compliance must be trans-
mitted to OAL by 7-1 94 or cmergency language will be repealed by operation
of law on the following day.

5. Certificate of Compliance as to 3-3--94 order transmitted to OAL 6-7-94 and

filed 7-14-94 (Rcgister 94, No. 28).
. Repealer and new section heading, section and NoTE and filed 4 -11-2008; op-
crative 5- 11 2008 (Register 2008, No. 15).

7. Amendment of footnote and NoTE filed 12-30- 2014; operative 41 2015

(Register 2015, No. 1).

§ 30336.1. Requirements for Field Radiography.

(a) A user conducting ficld radiography shall designatc an individual
as the radiation safety officer. This individual shall meet the criteria spe-
cified in section 30336.7.

(b) Except as provided in subsection (¢}, field radiography shall not be
performed unless:

(1) Performed by radiographic personnel; and

(2) There are at least two radiographic personnel one of whom is a radi-
ation machine radiographer. If one of the personnel is a radiation ma-
chine radiographer’s assistant, the other shall be a radiation machine ra-
diographer trainer; and

(3) During each radiographic operation, radiographic personnel main-
tain visual surveillance of the operation to protect against unauthorized
entry into a high radiation area.

(¢) Exceptas provided in subsection (¢), a uscr shall not allow any indi-
vidual to act as a radiation machine radiographer unless the individual:

(1) Ts a certified radiation machine radiographer or is in compliance
with scction 30335.3; and

(2) Has met the requirements of section 30336.5(a)(1).

(d) Except as provided in subsection (e}, a user shall not allow any in-
dividual to act as a radiation machine radiographer’s assistant unless the
individual meets the requirements of section 30336.5(a)(1) and is under
personal supervision of a radiation machine radiographer trainer or the
radiation safety officer as required pursuant to subsection (o).

(¢) The requirements of subsections (b), (¢), (d), (n) and (0) do not ap-
ply if:

(1) Field radiography is performed with a radiation machine that is not
capable of exceeding an operating potential of 150 kVp;

(2) The operator of the radiation machine has received at least eight
hours of instruction in, and demonstrated, by successful completion of
a written examination, an understanding of the following subjects. The
examination shall be at lcast 50 questions in length. Successful comple-

b
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tion shall be correctly answering at {east 80 percent of the questions in
a closed book testing session:

(A) Characteristics of X—radiation;

(B) Units of radiation dose;

(C) Radiation hazards;

(D) Radiation levels from radiation machines;

(E) Methods of controlling radiation exposure: time, distance, and
shielding;

(F) Use of radiation survey instruments: operation, calibration, and li-
mitations;

(G) Radiation survey techniques;

(H) Characteristics and use of pcrsonnel monitoring equipment; and

(1) Use of radiation machines in radiography; and

(3) The operator has demonstrated competence to safely use the radi-
ation machine in the kinds of radiographic operations that will be per-
formed. Demonstration shall be by successful completion of a practical
examination covering this material. Instruction in this material shall be
at least four hours long.

(f) Each user shall implement, keep current, and maintain written oper-
ating procedurecs for the kinds of radiation machines and the kinds of ra-
diographic procedures employed. These procedures shall include de-
tailed instructions in at least the following:

(1) Means to be employed to control and limit exposure to individuals;

(2) Mecthods and occasions for conducting radiation surveys and for
controlling access to radiography areas; and

(3) The use of radiation survey instruments and personncl monitoring
devices.

(g) Radiographic operations shall not be performed uniess, for each
radiation machine energized, at least one radiation survey instrument,
which meets the requirements of section 30332.3, capable of measuring
radiation of the energies and at the dose rates to be encountered is avail-
able and used. Each registrant shall perform visual and operability checks
on all survey instruments before use on each day the radiographic cquip-
ment is to be used to cnsure that the radiographic equipment is in good
working condition. Survey instrument operability shall be performed us-
ing a radiation source. If cquipment problems are found, the equipment
shall be removed from service unti! repaired.

(h) Areas in which field radiography is being performed shall be con-
spicuously posted as required by title 10 Code of Federal Regulation
(CFR) Part 20, subpart J incorporated by reference in section 30253, The
limits of a high radiation area need not be separately defined and posted
if the surrounding radiation arca is posted and controlled as a high radi-
ation area.

(1) The boundaries of the controlled area for cach “sctup” shall be de-
termined by a radiation survey during the first radiographic exposure to
confirm that subsection (¢) has been met and that unrestricted arcas do
not have radiation levels in cxcess of the limits specified in 10 CFR 20,
subpart D incorporated by refercnce in section 30253. A radiation survey
shall be made after cach radiographic exposure to determine that the radi-
ation machine is “oftf.” Survey results and rccords of boundary locations
shall be maintained for thrce years and kept available for inspection.

(j) Protcetion against unauthorized entry into a high radiation arca
shall be controlled in accordance with section 20.1601(a) through (d) of
10 CFR 20 incorporated by reference in section 30253.

(k) Each user shall maintain current utilization logs, which shall be
maintained for three years and kept available for inspection, containing
the following information for each radiation machine:

(1) The identity of the machine;

(2) The location, date, and the identity of the individual operator for
cach use; and

(3) The voltage, current, and exposure time for each use.

(/) All requirements of section 30333.2 apply.

(m) Radiation machines used in ficld radiography shall mecet the re-
quirements specified in American National Standard N537 1976 “Ra-
diological Safety Standard for thc Design of Radiographic and Fluoro-
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scopic Industrial X—ray Equipment” published as NBS Handbook 123,
issued August 1977*, which is incorporated by reference.

(n) Unless exempted pursuant to subsection (e), field radiography
shall not be performed unless, during radiographic operations:

(1) Each radiographer has in their possession the identification (ID)
card issued to them by the Department and the ID card is current and valid
or the radiographer is in compliance with section 30335.3(a); and

(2) Each radiographer’s assistant has in their possession the ID card
issued to them by the registrant pursuant to section 30336.5(a)(2).

(o) Unless exempted pursuant to subsection (e), whenever a radiation
machine radiographer’s assistant (RA) uses radiation machines or con-
ducts radiation surveys to determine that the radiation machine is “off,”
the RA shall be under the personal supervision of a radiation machine ra-
diographer trainer or the radiation safety officer. The personal supervi-
sion shall include:

(1) The radiographer trainer’s physical presence at the site where the
radiation machine is being used;

(2) The ability of the radiographer trainer to give immediate assistance
if required; and

(3) The radiographer trainer’s watching the RA’s performance of the
operations referred to in this section.

(p) If a user possesses a radiation machine such that an individual
could, in a single exposure to the primary beam with the machine set at
maximum exposure factors, receive an exposure exceeding 10 percent of
the occupational dose limits specified in title 10, Code of Federal Regula-
tions, Part 20, subpart C incorporated by reference in section 30253, the
user shall establish and maintain an internal inspection program to ensure
radiographers and radiographers’ assistants comply with this regulation
and registration conditions and the registrant’s operating and emergency
procedures. The inspection program shall include or provide:

(1) Observation of the performance of each radiographer and radiogra-
pher’s assistant during an actual radiographic operation at intervals not
to excced six months;

(2) That, if a radiographer or a radiographer’s assistant has not partici-
pated in a radiographic operation for more than six months since the last
inspection, that individual’s performance shall be observed and recorded
the next time the individual participates in a radiographic operation; and

(3) Retention of inspection records on the performance of radiogra-
phers or radiographers’ assistants for three years.

(q) Each user shall provide annual refresher safety training to each ra-
diographer and radiographer’s assistant at intervals not to exceed 12
months. This training shall, at a minimum, address or provide:

(1) If an inspection program is required pursuant to subsection (p), re-
sults of internal inspections;

(2) Results of Department inspections;

(3) New procedures or equipment;

(4) New or revised regulations about industrial radiography using
radiation machines;

(5) Accidents or errors that have been observed and steps to prevent
recurrence; and

(6) Opportunities for individuals to ask safety questions.

(r) Unless otherwise stated in this section, documentation demonstrat-
ing compliance with this section shall be maintained for three years and
available for inspection.

*Copics of American National Standard N537-1976 “Radiological Safcty Stan-
dard for the Design of Radiographic and Fluoroscopic Industrial X—ray Equip-
ment” (published as NBS Handbook 123, issucd August 1977) may be purchased
from the American National Standards Institute, Inc., 25 West 437 Strect, New
York, New York 10036 or from IHS Standards Store at “http://global.ihs com.”
Insert “NBS HDBK 123” for the document number in the Standards Scarch box.
NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Codc. Reference: Sections 114965, 114970, 115060, 131050, 131051 and
131052, Hcalth and Safcty Code.
HISTORY

1. New section filed 4-11-2008; operative 5—11-2008 (Register 2008, No, 15).
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2. Amendment of subscetions (p) and (p)(3), footnotc and NOTE filed 12-30-2014;
operative 4-1-2015 (Register 2015, No. 1).

§ 30336.5. Requirements for Radiation Machine
Radiographers’ Assistants.

(a) Prior to allowing an individual to perform as a radiation machine
radiographer’s assistant, a user shall:

(1) Ensure the individual has:

(A) Received copies of, instruction in, and demonstrated understand-
ing of, the uscr’s operating and emergency procedures by obtaining a
passing grade of at least 80 percent on a written examination covering
this material. The written examination shall be at least 50 questions in
length. Instruction in this material shall be at least eight hours long; and

(B) Demonstrated competence to use the radiation machines and sur-
vey instruments employed by the user and in the kinds of radiographic
operations that will be performed by obtaining a passing grade of at least
80 percent on a practical examination covering this material. The practi-
cal examination shall be at least 25 questions in length. Instruction in this
material shall be at lest four hours long; and

(C) Received the instruction and training specified in subsections
(a)(1)(A) and (a)(1)(B) from a radiation machine radiographer trainer or
the registrant’s radiation safety officer.

(2) Once the individual has met the requirements of subsection (a)(1),
issue to the individual a durable identification (ID) card, resistant to wa-
ter, containing the:

(A) Statement “I certify that (the name of the individual) has met the
requirements to be a radiation machine radiographer’s assistant.”;

(B) Name and registration number of the registrant issuing the ID card;
and

(C) Printed name, signature and date of signature of the registrant’s
radiation safety officer or radiation machine radiographer trainer.

(b) A user may apply to be an approved provider of radiation safcty
training in accordance with section 30331.

(¢) Documentation demonstrating compliance with this section shall
be maintained and available for inspection.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safety
Code. Reference: Scctions 114965, 114970, 115060, 131050, 131051 and
131052, Health and Safety Code.

HisTory
1. New section filed 4—11--2008; operative 5—-11-2008 (Register 2008, No. 15).

2. Amendment of scction heading and NoOTE filed 12-30-2014; opcrative
4-1-2015 (Register 2015, No. 1).

§ 30336.6. Radiation Machine Radiographer Trainer
Requirements.

(a) A user shall not allow any individual to act as a radiation machine
radiographer trainer unless the individual:

(1) Is a certified radiation machine radiographer or is in compliance
with section 30335.3;

(2) Has complied with the requirements of section 30336.5(a)(1); and

(3) Has at least 2,000 hours of experience using radiation machines,
performing radiographic operations, radiation surveys and radiation
safety related activities. The experience shall not include film develop-
ment and interpretation, darkroom activities, travel, safety meetings,
classroom training, performance of cabinet radiography, and/or any
work activity not related to the performance of industrial radiography.
Documentation shall specify:

(A) The user’s name, registration number and name of the user’s radi-
ation safety officer;

(B) The beginning and ending dates of the experience; and

(C) For cach radiation machine used, the model and manufacturer’s
name.

(b) Documentation demonstrating compliance with this section shall
be maintained and available for inspection.

NOTE: Authority citcd: Scctions 114975, 115000, 115060, 131050, 131051 and
131200, Health and Safety Code. Reference: Scctions 114965, 114970 and
115060, Health and Safcty Code.
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(12) “Source holder” means a housing or asscmbly into which a sealed
source is placed to facilitate the handling and use of the source in well
logging;

(13) “Subsurface tracer study” means the relcasc of unsealed radioac-
tive material or a substance labeled with radioactive material in a single
well for the purpose of tracing the movement or position of the material
or substance in the well or adjacent formation;

(14) “Surface casing for protecting fresh watcr aquifers” means a pipe
or tube uscd as a lining in a well to isolate fresh watcr aquifers from the
well;

(15) “Temporary jobsite” means a place where licensed radioactive
materials or radiation machines are present for the purpose of performing
well logging or subsurface tracer studies;

(16) “Tritium neutron gencrator target source” means a tritium source
used within a neutron generator tube to produce neutrons for use in well
logging applications;

(17) “Uranium sinker bar” means a weight containing deplcted ura-
ntum used to pull a logging tool towards the bottom of a well;

(18) “Well” means a drilled hole in which well logging may be per-
formed and includes drilled holes for the purpose of oil, gas, mineral,
groundwatcr, or geological exploration;

(19) “Well logging” means ail operations involving the lowering and
raising of measuring devices or tools which contain radiation sources or
are used to detect radiation sources in wells for the purpose of obtaining
information about the well or adjacent formations which may be used in
oil, gas, mineral, groundwater, or geological exploration;

(20) “Wirelinc” means a cable containing one or more ¢leetrical con-
ductors, which is used to lower and raise logging tools in the well-bore.

NOTE: Authority cited: Scctions 100275, 114975, 115000 and 115060, Health and
Safety Code. Reference: Scetions 114965, 114970, 114985, 115060, 115230 and
115235, Health and Safety Code.

History
1. New section filed 11-4 91; operative 12—4-91 (Register 92, No. 5).
2. Amendment of scetion and NOTE filed 4—10-2006; operative 5-10- 2006 (Reg-
ister 2006, No. 15).

§ 30345.3. Specific License for Well Logging.

(a) The applicant for licensure or registration as described in Scetion
30194 shall mect the requirements speeified in that section and any spe-
cial requirements contained in this section.

(b) The applicant shall develop a program for training logging supervi-
sors and logging assistants and submit to the Department a description
of this program which spceities:

(1) Initial training;

(2) On the job training;

(3) Annual safcty reviews provided by the licensee;

(4) Mcans the applicant will use to demonstrate the logging supervi-
sor’s knowledge and understanding of and ability to comply with thereg-
ulations and licensing requirements and the applicant’s operating and
cmergency procedures; and

(5) Means the applicant will use to demonstrate the logging assistant’s
knowledge and understanding of and ability to comply with the regula-
tions and licensing requirements and the applicant’s operating and emer-
geney procedures.

(¢) The applicant shall submit to the Department written operating and
emergency procedures as described in Section 30348.2 or an outlinc or
summary of the proccdures that include the important radiation safety as-
pects of the procedures.

(d) The applicant shall establish and submit to the Department its pro-
gram for annual inspections of the job performancc of each logging su-
pervisor to ensure that the Department regulations, license requirements,
and the applicant’s operating and cmergency procedures are followed.
Inspection records must be retained for three years after each annual in-
ternal inspection.

(e) Thc applicant shall submit a description of its overall organization-
al structure as itapplies to the radiation safety responsibilities in well log-
ging, including specificd delegations of authority and responsibility.
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(f) If an applicant wants to perform leak testing of sealed sources, the
applicant shall identify the manufacturers and the model numbers of the
Icak test kits to be uscd. If the applicant wants to analyze its own wipc
samples, the applicant shall establish procedures to be followed and sub-
mit a description of these procedures to the Dcpartment. The description
shall include:

(1) Instruments to be used;

(2) Mcthods of performing the analysis; and

(3) Pertinent experience of the person who will analyze the wipe sam-
ples.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
cnee: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.

HisTorRY
1. New scetion filed 11 4 91; operative 12-4-91 (Register 92, No. 5).

§ 30346. Agreement with Well Owner or Operator.

(a) No licensee shall perform well logging services operations with a
sealed source unless, prior to commencement of the operation, the licens-
ce has a written agreement with the well operator, well-owner, drilling
contractor, or land owner describing who shall be responsible for meet-
ing the following requircments:

(1) Inthe cventa sealed source is lodged downhole, a reasonable effort
shall be made to recover it.

(2) A person may not attempt to recover a scaled source in a manner
which, in the licensee’s opinion, could result in its rupture.

(3) Radiation monitoring required in section 30348.5(a) shall be per-
formed.

(4) If the environment, any equipment, or any personnel are contami-
nated with licensed radioactive material, they shall be decontaminated
before release from the site or release for unrestricted use, as applicable.

(5) If the sealed source is classified as irretrievablc after reasonable ef-
forts at recovery have been expended, the following requirements shall
be implemented within 30 days:

(A) Each irretrievable well logging source shall be immobilized and
sealed in place with a cement plug.

(B) A means to prevent inadvertent intrusion on the sourecc, unless the
source is not accessible to any subsequent drilling operations.

(C) A permanent identification plaque, constructed of long lasting ma-
terial such as stainless steel, brass, bronze, or monel, shall be mounted
at the surface of the well, unless the mounting of the plaque is not practi-
cal. The size of the plaque shall be at least 7 inches square and 1/8 inch
thick. The plaque shall contain the word “Caution”, the radiation symbol
(color requirements as described in section 20.1901(a) of title 10, Codc
of Federal Regulations, Part 20, incorporated by reference in section
30253, need not be met), the date the souree was abandoncd, the name
of the well owner or well operator as appropriate, the well name and well
identification number(s) or other designations, an identification of the
sealed source(s) by radionuclide and quantity, the depth of the source and
the depth to the top of the plug, and an appropriate warning such as “Do
not recnter this well”.

(b) The licensee shall retain a copy of the written agreement for three
years after the completion of the well logging opcration.

(c) A licensce may apply, pursuant to section 30104, for approval on
a case—by—casc basis of proposed procedures to abandon an irretrievable
well logging source in a manner not otherwise authorized in subsection
(a)(5) above.

(d) A written agreement between the licensec and the well owner or
operator is not requirced if the licensee and the well owner or operator arc
part of the same corporate structurc or otherwisc similarly affiliated.
However, the licensee shall still othcrwise meet the requirements in sub-
section (a).

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safety

Code. Reference: Scetions 114965, 114970, 115060, 115230, 115235, 131050,
131051 and 131052, Hcalth and Safcty Code.

HisToORrRY

1. New scetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5). For prior
history, sce Register 87, No. 28.
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2. Amendment of section and NOTE filed 12-30-2014; operative 4—1-2015 (Reg-
ister 2015, No. 1).

§ 30346.1. Labels, Security and Transportation.

(a) The license shall not use a radiation source or source holder or log-
ging tool that contains radioactive material unless the smallest compo-
nent that is transported as a separate piece of equipment with the radioac-
tive material inside bears a durable, legible, and clearly visible marking
or label. The marking or label shall contain the radiation symbol speci-
fied in the United States, title 10, Code of Federal Regulations, part 20,
subpart J as incorporated by reference in section 30253 and the wording
“Danger (or Caution) Radioactive Material”.

(b) The licensee shall not use a container to store radioactive material
unless the container has securely attached to it a durable, legible, and
clearly visible label. The label must contain the radiation symbol speei-
fied in the United States, title 10, Code of Federal Regulations, part 20,
subpart J as incorporated by reference in section 30253 and the wording
“CAUTION (or DANGER) RADIOACTIVE MATERIAL. NOTIFY
CIVIL AUTHORITIES (OR NAME OF COMPANY)”.

(¢) For transportation of radioactive material, the licensee shall com-
ply with section 30373.

(d) The licensee shall store each source containing radioactive materi-
al in a storage container or transportation package. The container or pack-
age must be locked and physically secured to prevent tampering or re-
moval of radiation sources from storage by unauthorized personnel. The
licensee shall store radiation sources in a manner which will minimize
danger from explosion or fire.

(¢) The licensee shall lock and physically secure the transport package
containing radiation sources in the transporting vehicle to prevent acci-
dental loss, tampering, or unauthorized removal of the radioactive mate-
rial from the vehicle.

NOTE: Authority cited: Scctions 115000 and 131200, Health and Safety Code.
Reference: Scetions 114965, 114970, 115060, 115230, 115235, 131050, 131051
and 131052, Health and Safcty Code.

HisTorYy
1. Ncw scetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

2. Amendment of subscetions (a) and (b) filed 3—-3--94 as an cmergency; operative
3-3--94 (Register 94, No. 9). A Certificatc of Compliance must be transmitted
to OAL by 7-1-94 or cmergencey language will be repealed by operation of law
on the following day.

3. Certificate of Compliance as to 3—3--94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

4. Amendment of subscction (¢) and NOTE filed 4-24--2009; opcrative 5-24-2009
(Register 2009, No. 17).

§ 30346.2. Radiation Detection Instruments.

(a) The licensee or registrant shall keep a calibrated and operable radi-
ation survey instrument capable of detecting beta and gamma radiation
at each field station and temporary jobsite to make the radiation surveys
required by this Article and by section 30275. To satisfy this requirement,
the radiation survey instrument must be capable of measuring 0.1 mR per
hour through at least 50 mR per hour.

(b) The licensee or registrant shall have available additional calibrated
and operable radiation survey instruments with the sensitivity to detect
the low radiation and contamination levels that could be encountered if
a sealed source ruptured. The licensee may own the instrument or may
have a procedure to obtain them quickly from a second party.

(c) The licensee or registrant shall have each radiation survcy instru-
ment required under subsection (a) above calibrated:

(1) At intervals not to exceed six months and after instrument servic-
ing;

(2) At two points located approximately 1/3 and 2/3 of full scale on
each scale for linear scale instruments, at mid range of each decade and
at two points on each decade for logarithmic scale instruments, and at ap-
propriate points for digital instruments; and

(3) So that an accuracy within plus or minus 20 percent of the calibra-
tion standards can be demonstrated on each scale.

(d) The licensee or registrant shall retain calibration records for at least
three years after the date of calibration for inspection by the Department.
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NOTE: Authority cited: Scetions 114975, 115000 and 131200, Health and Safety
Code. Reference: Scetions 114965, 114970, 115060, 115230, 115235, 131050,
131051 and 131052, Health and Safety Code.

HisTorY
1. New scetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

2. Amendment of subsection (a) and NoOTE filed 12-30-2014; operative 4-1-2015
(Register 2015, No. 1).

§ 30346.3. Leak Testing of Sealed Sources.

Each licensee who uses a sealed source shall have the source tested for
leakage as described in section 30275, except that energy compensation
sources (ECS) that are not exempt from testing pursuant to section
30275(c) shall be tested at intervals not to exceed three years. In the ab-
sence of a certificate from a transferor that a test has been made within
the three years before the transfer, the ECS may not be used until tested.

NOTE: Authority cited: Scctions 100275 and 115000, Health and Safety Codc.
Reference: Scetions 114965, 114970, 115060, 115230 and 115235, Hcalth and
Safety Code.

HisTORY
1. New scetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

2. Amendment of seetion and NOTE filed 3—1-2007; operative 3—-31-2007 (Regis-
ter 2007, No. 9).

§ 30346.4. Physical Inventory.

Each licensee shall conduct a semi—annual physical inventory to ac-
count for all licensed radioactive material received and possessed under
the license. The licensee shall retain records of the inventory for three
years from the date of the inventory for inspection by the Department.
The inventory shall indicate the quantity and kind of radioactive material,
the location of the radioactive material, the date of the inventory, and the
name of the individual conducting the inventory. Physical inventory re-
cords may be combined with leak test records.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
cnee: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safcty Code.
HISTORY

1. New scetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

§ 30346.5. Records of Material Use.

(a) Each licensee or registrant user shall maintain records for each use
of radiation sources showing:

(1) The make, model number, and a serial number or a description of
each radiation source used;

(2) In the case of unsealed radioactive material used for subsurface
tracer studies, the radionuclide and quantity of activity used in a particu-
lar well and the disposition of any unused tracer materials;

(3) The identity of the logging supervisor who is responsible for the
radiation sources and the identity of logging assistants present; and

(4) The location and date of use of the radiation source.

(b) The licensee or registrant shall make the records required by sub-
section (a) of this section available for inspcction by the Department. The
records shall be kept for three years from the date of the recorded event.

NOTE: Authority cited: Scetions 208 and 25811, Health and Safcty Code. Refer-
cnce: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTORY

1. New sccetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

§ 30346.6. Design and Performance Criteria for Sealed
Sources.

(a) A licensee shall not use a sealed source in well logging unless the
sealed source:

(1) Is doubly encapsulated;

(2) Contains licensed radioactive material whose chemical and physi-
cal forms are as insoluble and nondispersible as practical; and

(3) Meets one of the following:

(A) For a sealed source manufactured on or before July 14, 1989,
meets the requirements of USASIN5.10-1968, “Classification of Sealed
Radioactive Sources” which is incorporated by reference; or

(B) For a sealed source manufactured after July 14, 1989, meets the
oil-well logging requirements of ANSI/HPS N43.6-1997, “Sealed Ra-
dioactive Sources—Classification™ which is incorporated by reference;
or
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(C) For a sealed source manufactured after July 14, 1989, if the scaled
source’s prototype has been tested and found to maintain its integrity af-
ter each of the following tests:

1. The test source shall be held at — 40 deg. C. for 20 minutes, 600 deg.
C. for one hour, and then be subject to a thermal shock test with a temper-
ature drop from 600 deg. C. to 20 deg. C. within 15 scconds;

2. A 5 kg. steel hammer, 2.5 em. in diameter, shall be dropped from
a height of 1 meter onto the test sourcc;

3. The test source shall be subject to a vibration from 25 Hz to 500 Hz
at 5 g amplitude for 30 minutes;

4. A one gram hammer and pin, 0.3 em pin diameter, shall be dropped
from a height of 1 m onto the test source; and

5. The test source shall be subjected to an external pressure of 24,600
pounds per square inch absolute (1.695 X 107 pascals).

(b) The requirements in subscction (a) do not apply to sealed sources
that contain radioactive material in gaseous form or to energy compensa-
tion sources (ECS). ECSs shall be registered pursuant to section
30192.1(b).

*Copics of USASI N5.10-1968, “Classification of Scaled Radioactive Sources™
may be obtained from the Department. Copics of American National Standard
N43.6-1997,” Scaled Radioactive Sources -Classification” may be purchased
from the American National Standards Institute, Inc., Global Engincering Docu-
ments, 1819 L Street, NW, Suite 600, Washington DC 20036 or at “http://glo-
bal.ihs.com™ using “ANSI N43.6” as thc document number; or the Health Physics
Socicty at http://hps.org/documents/hpsstandardsorder.pdf.

NOTE: Authority cited: Scetions 100275, 114975, 115000 and 115060, Health and
Safety Code. Reference: Scetions 114965, 114970, 115060, 115230 and 115235,
Health and Safcty Code.

HisTORY
1. New scction filed 11 4-91; operative 12 4 91 (Register 92, No. 5).

2. Amendment of section and NOTE filed 4-10-2006; operative 5-10--2006 (Reg-
ister 20006, No. 15).

§ 30346.7. Inspection, Maintenance and Opening of a
Source Holder.

(a) Each licensec shall visually cheek source holders, logging tools,
and source handling tools, for defeets before each use to ensure that the
cquipment is in good working condition and that required labeling is
present. If defeets are found, the equipment must be removed from scr-
vice until repaired, and a record must be made listing the date of check,
name of inspector, equipment involved, defcets found, and repairs made.
These record shall be retained for three years after the defect is found.

(b) Each licensec shall have a program of semi—annual visual inspec-
tion and routine maintenance of source holders, logging tools, injection
tools, source handling tools, storage containers, transport containers, and
uranium sinker bars to ensurc that the required labeling is legible and that
no physical damage is visible. If defects are found, the equipment must
be removed from service until repaired, and a record must be made listing
date, equipment involved, inspection and maintenance operations per-
formed, any defects found, and any actions taken to correct the defects.
These records must be retained for three years after the defect is found.

(¢) Removal of a scaled source from a source holder or logging tool,
and maintenance on scaled sources or holders in which sealced sources are
contained shall not be performed by the licensee unless a written proce-
dure developed pursuant to Section 30348.2 has been approved by the
Department.

(d) If a sealed source is stuck in the source holder, the licensee shall
not perform any operation, such as drilling, cutting, or chiseling on the
source holder unless the licensec is specitically approved by the Depart-
ment.

(¢) The opening, repair, or modification of any sealed source is prohib-
ited unless performed by persons specifically approved to do so by the
Department.

NOTE: Authority cited: Sections 208 and 2581 1, Health and Safety Code. Refer-
cnee: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safcty Code.

History
1. New section filed 11 -4-91; operative 12-4-91 (Register 92, No. 5).
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§ 30346.8. Subsurface Tracer Studies.

(a) The licensee shall require all personnel handling radioactive tracer
material to use protective gloves and, if required by the license, other pro-
tective clothing and equipment. The licensee shall take precautions to
avoid ingestion or inhalation of radioactive tracer material and to avoid
contamination of ficld stations and temporary jobsites.

(b) The licensee shall not knowingly inject radioactive material into
fresh water aquifers unless specifically authorized to do so by the Depart-
ment.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
ence: Scetions 25608, 25801, 25802, 25815, 25875 and 25876, Health and Safety
Codc.

HisTory
1. New scction filed 11-4- 91; operative 12-4-91 (Register 92, No. 5).

§ 30346.9. Radioactive Markers.

The licensee shall use radioactive markers in wells only if the individ-
ual markers contain quantities of radioactive material not execeding the
quantities specified in Section 30235 Schedule A. The use of markers is
subject to the requirements of Section 30346.4 only.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
ence: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HISTORY

1. New scetion filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

§ 30346.10. Uranium Sinker Bars.

The licensee shall use a uranium sinker bar in well logging, only if it
is legibly impressed with the words “Caution—Radioactive-Depleted
Uranium’ and “Notify Civil Authorities (or Company Name) If Found.”
NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
encce: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.

HisTory
1. New scction filed 11-4-91; operative 12-4-91 (Register 92, No. 5).
§ 30346.11. Use of Energy Compensation Sources.

A licensee may use an energy compensation source (ECS), which is
contained in a logging tool, or other tool components, provided the ECS
contains quantities of licensed materials not exceeding 100 microcuries.
For well logging applications with a surface casing for protecting fresh
water aquifers, usc of the ECS is only subject to the requirements of sce-
tions 30346.3, 30346.4 and 30346.5. For well logging applications with-
out a surface casing for protecting fresh water aquifers, use of the ECS
is only subjcct to the requirements of sections 30346, 30346.3, 30346.4,
30346.5 and 30350.3 and the procedure required to be developed and im-
plemented pursuant to section 30348.2(a)(1).

NoOTE: Authority cited: Scetions 100275, 114975, 115000 and 115060, Health and
Safcty Code. Reference: Sections 114965, 114970, 115060, 115230 and 115235,
Hecalth and Safety Code.

HisTORY
1. New scetion filed 4-10-2006; operative 5-10-2006 (Register 2006, No. 15).

§ 30346.12. Use of Tritium Neutron Generator Target
Sources.

(a) Use of a tritium neutron generator target source shall be subject to
the requirements of this article except:

(1) Sections 30346, 30346.6, and 30350.3 shall not apply when the:

(A) Activity of the source is no more than 30 curies; and

(B) Source is used in a well with a surface casing for protecting fresh
watcr acquifers; or

(2) Section 30346.6 shall not apply when the:

(A) Activity of the source is greater than 30 curies; or

(B) Source is used in a well without a surface casing to protect fresh
watcr acquifers.

NOTE: Authority cited: Sections 100275, 114975, 115000 and 115060, Health and
Safety Code. Reference: Sections 114965, 114970, 115060, 115230 and 115235,
Health and Safcty Code.

HisTORY
[. New scction filed 4 10 2006; operative 5—-10-2006 (Register 20006, No. [5).

§ 30348.1. Training Requirements.
(a) The licensec or registrant shall not permit an individual to act as a
logging supervisor until that person:
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(1) Has completed training in the subjects outlined in subsection (e);

(2) Has received copies of, and instruction in:

(A) Regulations contained in this subchapter;

(B) The Department license or registration under which the logging
supervisor will perform well logging; and

(C) The licensee or registrant’s operating and emergency procedures
required by section 30348.2;

(3) Has completed on—the -job training and demonstrated competence
in the use of radiation sources, remote handling tools, and radiation sur-
vey instruments by a field evaluation; and

(4) Has demonstrated an understanding of the requirements in para-
graphs (1) and (2) by successfully completing a written test.

(b) The licensee or registrant shall not permit an individual to act as a
logging assistant until that person:

(1) Has received instruction in applicable requirements of the United
States, title 10, Code of Federal Regulations, Part 20, subparts C, D, F,
G, 1, ], K, L, and M, as incorporated by reference in section 30253;

(2) Has received copies of, and instruction in, the licensee’s or regis-
trant’s operating and emergency procedures required by section
30348.2;

(3) Has demonstrated an understanding of the materials listed in para-
graphs (1) and (2) by successfully completing a written or oral test; and

(4) Has received instruction in the use of radiation sources, remote
handling tools, and radiation survey instruments, as appropriate for the
logging assistant’s intended job responsibilities.

(c) The licensee or registrant shall provide safety reviews for logging
supervisors and logging assistants at least once during each calendar
year.

(d) The licensee or registrant shall maintain a record on each logging
supervisor’s and logging assistant’s training and annual safety review.
The training records must include copies of written tests and dates of oral
tests. The training records must be retained for three years following the
date of termination of employment. Records of annual safety reviews
must list the topics discussed and be retained for three years.

(e) The licensee or registrant shall include the following subjects in the
training required in subsection (a)(1):

(1) Fundamentals of radiation safety including:

(A) Characteristics of radiation;

(B) Units of radiation dose and quantity of radioactivity;

(C) Hazards of exposure to radiation;

(D) Levels of radiation from licensed material;

(E) Methods of controlling radiation dose (time, distance, and shield-
ing); and

(F) Radiation safety practices, including prevention of contamination,
and methods of decontamination.

(2) Radiation detection instruments including:

(A) Use, operation, calibration, and limitations of radiation survey in-
struments;

(B) Survey techniques; and

(C) Use of personnel monitoring equipment;

(3) Equipment to be used including:

(A) Operation of equipment, including source handling equipment
and remote handling tools;

(B) Storage, control, and disposal of licensed material; and

(C) Maintenance of equipment.

(4) The requirement of pertinent regulations, and

(5) Case histories of accidents in well logging.

NOTE: Authority cited: Scctions 114975, 115000 and 131200, Health and Safcty
Code. Referenee: Scctions 114965, 114970, 115060, 115230, 115235, 131050,
131051 and 131052, Hcalth and Safety Code.

HisTORY

1. New scetion filed 11-4-91; operative 12—4-91 (Register 92, No. 5).

2. Amendment of subscetion (b)(1) filed 3-3-94 as an emergency; operative
3-3-94 (Register 94, No. 9). A Certificate of Compliance must be transmitted
to OAL by 7-1-94 or cmergency language will be repealed by operation of law
on the following day.

3. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).
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4. Amendment of scction and NOTE filed 12-30-2014; operative 4-1-2015 (Reg-
ister 2015, No. 1).

§ 30348.2. Operating and Emergency Procedures.

(a) Each licensee shall develop and follow written operating and emer-
gency procedures that cover:

(1) The handling and use of radiation sources, including protection of
fresh water aquifers, if appropriate;

(2) The use of remote handling tools for handling sealed sources and
radioactive tracer material except low—activity calibration sources;

(3) Methods and occasions for conducting radiation surveys, includ-
ing surveys for detecting contamination, as required by Section 30348.4
©)(e);

(4) Minimizing personnel exposure including exposures from inhala-
tion and ingestion of radioactive tracer materials;

(5) Mcthods and occasions for locking and securing stored radioactive
materials;

(6) Personnel monitoring and the use of personnel monitoring equip-
ment;

(7) Transportation of radioactive materials to field stations or tempo-
rary jobsites, packaging of licensed matcrials for transport in vehicles,
placarding of vehicles when needed, and physically securing radioactive
materials in transport vehicles during transportation to prevent acciden-
tal loss, tampering, or unauthorized removal;

(8) Picking up, receiving, and opening packages containing radioac-
tive materials, in accordance with the United States, title 10, Code of Fed-
eral Regulations, part 20, section 20.1906 as incorporated by reference
in section 30253;

(9) For the use of tracers, decontamination of the environment, equip-
ment, and personnel;

(10) Maintenance of records gencrated by logging personnel at tempo-
rary fieldsites;

(11) Inspection and maintenance of sealed sources, source holders,
logging tools, injection tools, source handling tools, storage containers,
transport containers, and uranium sinker bars as required by Section
30346.10;

(12) Actions to be taken if a sealed source is lodged in a well;

(13) Notifying proper persons in the event of an accident; and

(14) Actions to be taken if a sealed source is ruptured including actions
to prevent the spread of contamination and minimize inhalation and in-
gestion of radioactive materials and actions to obtain suitable radiation
survey instruments as required by Section 30346.2(b).

NOTE: Authority cited: Scetions 208 and 25811, Health and Safcty Code. Refer-
cence: Scctions 25801, 25802, 25815, 25875 and 25876, Hcalth and Safcty Code.
HISTORY

1. New scction filed 11--4-91; operative 12—4- 91 (Register 92, No. 5).

2. Amcndment of subscction (a)(8) filed 3-3-94 as an emcrgency; operative
3-3-94 (Register 94, No. 9). A Certificatc of Compliance must be transmitted
to OAL by 7-1-94 or emergency language will be repealed by operation of law
on the following day.

3. Certificate of Compliance as to 3-3--94 order transmitted to OAL 6-7-94 and
filed 7--14-94 (Register 94, No. 28).

§ 30348.3. Personnel Monitoring.

(a) The user shall not permit an individual to act as a logging supervi-
sor or logging assistant unless that person wears, at all times during the
handling of radiation sources, a personnel dosimeter that requires proces-
sing to determine the radiation dose. Each personnel dosimeter shall be
assigned to and worn by only one individual. Film badges shall be re-
placed at least monthly and other personnel dosimeters replaced at least
quarterly. After replacement, personncl dosimetcrs shall be sent for pro-
cessing by the users’ dosimetry processor meeting the requirements of
section 20.1501(c) of title 10, Code of Federal Regulations incorporated
by rcference in section 30253 as soon as possible but no later than recom-
mended by the dosimetry processor.

(b) The licensee shall provide bioassay services to individuals using
radioactive materials in subsurface tracer studies if required by the li-
cense.

(c) Reports received from the dosimetry processor shall be retained for
inspection until the Department terminates cach license or registration
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that authorizes the activity that is subject to the recordkeeping require-
ment.

NOTE: Authority cited: Scetions 100275, 114975, 115000 and 115060, Health and
Safety Code. Reference: Sections 114965, 114970, 115060, 115110, 115230 and
115235, Health and Safcty Code.

HisToRY

1. New scction filed 11-4-91; operative 12—4-91 (Register 92, No. 5).

2. Repealer of subscction (¢) filed 3-3-94 as an emergency; operative 3 3 94
(Register 94, No. 9). A Certificate of Compliance must be transmitted to OAL
by 7-1- 94 or emergency language will be repealed by operation of law on the
following day.

. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6 794 and
filed 7- 14-94 (Register 94, No. 28).

4. Amendment of subscetion (a), new subscction (¢) and amendment of NOTE filed

4--10-2006; opcrative 5-10-2006 (Register 2006, No. 15).

(9

§ 30348.4. Radiation Surveys.

(a) The licensee shall make radiation surveys including, but not lim-
ited to, the surveys required under subsections (b) through (c) of this sec-
tion, of each arca where radioactive materials are uscd and stored.

(b) Before transporting radioactive materials, the licensce shall make
a radiation survey of the position occupied by each individual in the ve-
hicle and of the exterior of each vehicle used to transport radioactive ma-
terials.

(c) If the sealed source assembly is removed from the logging tool be-
fore departure from the temporary jobsite, the liccnsee shall confirm that
the logging tool is free of contamination by energizing the logging tool
detector or by using a survey meter.

(d) Ifthe licensec has reason to belicve that, as a result of any operation
involving a sealed sourcc, the encapsulation of the sealed source could
be damaged by the operation, the liccnsee shall conduct a radiation sur-
vey, including a contamination survey, during and after the operation.

(e) The licensee shall make a radiation survcy at the temporary jobsite
before and after each subsurface traccr study to confirm the absence of
contamination.

(f) The results of surveys required under subsections (a) through (e)
of this section must be recorded and must include the date of the survey,
the name of the individual making the survey, the identification of the
survey instrument used, and the Jocation of the survey. The licensce shall
rctain records of surveys for inspection by the Department for three years
after they are made.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
ence: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safcty Codc.
HisTORY

1. New scetion filed 11-4-91; operative 12-4 91 (Register 92, No. 5).

§ 30348.5. Radioactive Contamination Control.

(a) If the licensee detects evidence that a scaled source has rupturcd or
radioactive materials have caused contamination, the licensee shall initi-
ate immediately the cmergency procedures required by Section 30348.2.

(b) If contamination results from the use of radioactive material in well
logging, the licensce shall decontaminate all work areas, equipment, and
unrestricted areas.

(¢) During efforts to recover a scaled source lodged in a well, the li-
censee shall continuously monitor, with an appropriate radiation detec-
tion instrument or a logging tool with a radiation detector, the circulating
fluids from the well, if any, to check for contamination resulting from
damage to the scaled source.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
cnce: Sections 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.

HisTORY
|. New scction filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

§ 30350. Security.

(a) A logging supervisor shall be physically present at a temporary job-
site whenever radioactive materials or particle accelerators arc being
handled or are not stored and locked in a vehicle or storage place. The
logging supervisor may leave the jobsite in order to obtain assistance if
a source becomes lodged in a well.

(b) During well logging, except when radiation sources are below
ground or in shipping or storage containcrs, the logging supervisor or
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other individual designated by the logging supervisor shall maintain di-
rect surveillance of the operation to prevent unauthorized cntry intoa “re-
stricted area,” as defined in title 10, Code of Federal Regulations, section
20.1003, as incorporated by reference by section 30253,

NOTE: Authority cited: Sections 114975, 115000 and 131200, Health and Safcty
Code. Reference: Sections 114965, 114970, 115060, 115230, 115235, 131050,
131051 and 131052, Hcalth and Safcty Code.

HisTorYy

1. New scction filed 11-4--91; operative 12-4 91 (Register 92, No. 5). For prior
history, sce Register 87, No. 28.

2. Repealer of article 11 heading filed 3--3-94 as an emergency; operative 3-3- 94
(Register 94, No. 9). A Certificate of Compliance must be transmiticd to OAL
by 7-1-94 or emergency language will be repealed by operation of law on the
following day.

3. Certiticate of Compliance as to 3-3-94 order transmitted to OAL 6 7 94 and
filed 7 14 94 (Register 94, No. 28)

4. Amendment of subscction (b) and NOTE filed 10--15--2001; opcrative
11-14--2001 (Register 2001, No. 42).

5. Amendment of subsection (b) and NOTE filed 12-30-2014; operative 4- 1 2015
(Register 2015, No. 1).

§ 30350.1. Documents and Records Required at Field
Stations.

(a) Each licensce or registrant shall maintain the following documents
and records at the ficld station:

(1) A copy of the California Code of Regulations, Title 17; Subchapter

(2) The license or registration authorizing the use of radioactive mate-
rial or particle accelerators;

(3) Operating and emergency procedures required by Section
30348.2.

(4) The record of radiation survey instrument calibrations required by
Scetion 30346.2.

(5) The record of leak test results requircd by Section 30346.3.

(6) Physical inventory records required by Section 30346.4.

(7) Utilization records required by Section 30346.5.

(8) Records of inspection and maintenance required by Section
30346.7.

(9) Training records requircd by Scction 30348.1; and

(10) Survey records required by Scction 30348 .4,

NOTE: Authority cited: Sections 208 and 25811, Hcalth and Safcty Code. Refer-
cnce: Sections 25801, 25802, 25815, 25875 and 25876, Health and Satety Code.
HISTORY

1. New scction filed 11-4-91; operative 12—4-91 (Register 92, No. 5).

§ 30350.2. Documents and Records Required at
Temporary Jobsites.

(a) Each licensce or registrant conducting operations at a temporary
jobsite shall maintain the following documents and records at the tempo-
rary jobsite until the well logging operation is completed:

(1) Operating and emergency procedurcs required by Section
30348.2.

(2) Evidence of latest calibration of the radiation survey instruments
in usc at the site required by Section 30346.2.

(3) Latest survey records required by Section 30348.4(a)(2), (3), and
(5).

(4) The shipping papers for the transportation of radioactive matcrials
required by Group 4, Article | of this chapter; and

(5) When operating under reciprocity pursuant to Section 30225 of this
chapter, a copy of the U.S. Nuclear Regulatory Commission or Agree-
ment State licensc authorizing use of radioactive materials.

NOTE: Authority cited: Scctions 208 and 25811, Hcalth and Safcty Code. Refer-
cnce: Scctions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
HisTORY

1. New scction fited 11-4-91; operative 12 4 91 (Register 92, No. 5).

§ 30350.3. Notification of Incidents and Lost Sources;
Abandonment Procedures for Irretrievable
Sources.
(a) The licensee shall immediatcly notify the Department by telephone
and subsequently, within 30 days, by confirmation letter if the licensee
knows or has reason to believe that a sealed source has been ruptured. The
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letter must designate the well or other location, describe the magnitude
and extent of the escape of radioactive materials, assess the consequences
of'the rupture, and explain efforts planned or being taken to mitigate these
consequences.

(b) If a sealed source becomes lodged in a well, and when it becomes
apparent that efforts to recover the sealed source will not be successful,
the licensee shall:

(1) Notify the Department by telephone of the circumstances that re-
sulted in the inability to retrieve the source and:

(A) Obtain approval to implement abandonment procedures; or

(B) Report that abandonment was implemented before receiving De-
partment approval because the licensee belicved there was an immediate
threat to public health and safety;

(2) Advise the well owner or operator, as appropriate, of the abandon-
ment procedures under section 30346(a)(5); and

(3) Either ensure that abandonment procedures are implemented with-
in 30 days after the sealed source has been classified as irretrievable or
request an extension of time if unable to complete the abandonment pro-
cedurcs.

(¢) The licensee shall, within 30 days after a sealed source has been
classified as irretrievable, make a report in writing to the Department.
The licensee shall send a copy of the report to each appropriate State or
Federal agency that issued permits or otherwise approved of the drilling
operation. The report shall contain the following information:

(1) Date of occurrence;

(2) A description of the irretrievable well logging source involved in-
cluding the radionuclide and its quantity, chemical, and physical form;

(3) Surface location and identification of the well;

(4) Results of efforts to immobilize and scal the source in place;

(5) A brief description of the attempted recovery effort;

(6) Depth of the source;

(7) Depth of the top of the cement plug;

(8) Depth of the well;

(9) If the licensce implemented abandonment procedures prior to De-
partment approval pursuant to subsection (b)(1)(B), the rcasons why the
licensee believed there was an immediate threat to public health and safe-
ty including any documents on which those reasons are based;

(10) Any other information, such as a warning statement, contained on
the permanent identification plaque; and

(11) State and Federal agencies receiving a copy of this report.

NOTE: Authority cited: Scetions 100275 and 115000, Health and Safety Code.
Reference: Scetions 114965, 114970, 115060, 115230 and 115235, Health and
Safety Code.

HisTorY
. New scction filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

—_

2. Repealer of subscetion (b) and subscction redesignation filed 3-3-94 as an
emergency; operative 3-3-94 (Register 94, No. 9). A Certificate of Compliance
must be transmitted to OAL by 7-1-94 or emergencey languagce will be repealed
by operation of law on the following day.

w

. Certificate of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7- 14-94 (Register 94, No. 28).

4. Amendment of subsection (b)(1), new subscctions (b)(1)(A)-(B), amendment
of subscetion (b)(2), new subscction (b)(9), subscection renumbering and
amendment of NOTE filed 3--1-2007; operative 3-31-2007 (Register 2007, No.
9).

§ 30353. Particle Accelerators For Well Logging.

(a) Registrants who use particle accelerators for well logging purposes
shall comply with Group 1.5, and Articles 1, 3, 4, and 13 of Group 3.

(b) No registrant shall permit above ground tcsting of particle acccler-
ators designed for use in well logging which results in the production of
radiation except in areas or facilities controlled or shielded so that the re-
quirements of the United States, title 10, Code of Federal Regulations,
part 20, subpart C and D as incorporated by reference in section 30253
are met.

NOTE: Authority cited: Scctions 208 and 25811, Health and Safety Code. Refer-
enee: Scetions 25801, 25802, and 25815, Health and Safety Code.
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HisTory

1. New scction filed 11-4-91; operative 12-4-91 (Register 92, No. 5).

2. Amendment of subscction (b) filed 3-3-94 as an cmergency; operative 3-3-94
(Register 94, No. 9). A Certificate of Compliance must be transmitted to OAL
by 7-1-94 or emergency language will be repealed by opcration of law on the
following day.

3. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7--94 and
filed 7-14-94 (Register 94, No. 28).

§ 30355. Appendix A. Concentrations in Air and Water
Above Natural Background. [Repealed]

NOTE: Authority cited: Scctions 102, 208 and 25811, Health and Safcty Code.
Reference: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safcty
Code.

HiSTORY

1. Amendment filed 1 1-29-65; cffective thirticth day thercafter (Register 65, No.
23). For former scction sec Register 62, No. 1, and 63, No. 26.

2. Repealer and new section filed 11-16--67; cffective thirticth day thereafter
(Register 67, No. 46).

3. Amendment filed 7--22-71; effective thirticth day thereafter (Register 71, No.
30).

4. Amendment filed 6-19-73; cffective thirticth day thercafter (Register 73, No.
25)

5. Amendment filed 7-7-86; cffective thirticth day thercafter (Register 86, No.
28).

6. Repealer of article 12 heading and scction filed 3-3-94 as an emergency; opera-
tive 3-3-94 (Register 94, No. 9). A Certificate of Compliance must be trans-
mitted to OAL by 7-1-94 or cmergency language will be repealed by operation
of law on the following day.

7. Certificatc of Compliance as to 3-3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30356. Appendix B. [Repealed]

HisTory
I. Amendment filed 6-19-73; cffective thirticth day thereafter (Register 73, No.
25). For prior history, sce Register 71, No. 46.
2. Repealer filed 3 -3-94 as an emergency; operative 3-3--94 (Register 94, No. 9).
A Certificate of Compliance must be transmitted to OAL by 7-1-94 or emer-
geney language will be repealed by operation of law on the following day.

3. Certificate of Compliance as to 3—3-94 order transmitted to OAL 6-7-94 and
filed 7-14-94 (Register 94, No. 28).

§ 30357. Form RH 2364—Notice to Employees. [Repealed]

HisToRY
1. Repealcr filed 8-23- 76; cffective thirticth day thereafter (Register 76, No. 35).
For prior history, scc Register 73, No. 25.

§ 30358. Form RH 2365—Current Occupational External
Radiation Exposure. [Repealed]

NOTE: Authority cited: Scctions 208 and 25811, Health and Safcty Code. Refer-
ence: Scetions 25801, 25802, 25815, 25875 and 25876, Health and Safety Code.
History
1. Amendment filed 5-13-69; cffective thirticth day thercafter (Register 69,

No. 20).
2. Repealer filed 6-18-87; operative 7-18-87 (Register 87, No. 28).

Group 4. Transportation of Radioactive
Material
Article 1. Requirements for Transportation

of Radioactive Material

§ 30373. Transportation Regulations.

(a) Except as authorized in a general license or a specific license, or
as exempted in this subchapter, a licensee may not deliver radioactive
material to a carrier for transport or transport radioactive material. Li-
censees authorized to receive, possess, use or transfer radioactive materi-
al shall, if they deliver radioactive material to a carrier for transport,
transport it outside the site of usage as specified in the specific license,
or on public highways, comply with, appropriate to the mode of trans-
port, title 10, Code of Federal Regulations, part 71 (10 CFR 71) and Ap-
pendix A (as of January 1, 2007), which is hereby incorporated by refer-
ence with the following exceptions:
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(1Y 10 CFR 71, sections 71.0 through 71.3, 71.6 through 71.13,
71.14(b), 71.16,71.18,71.19, 71.24, 71.25,71.31 through 71.45, 71.51
through 71.81,71.91,71.93,71.95,71.99, 71.100, 71.101(c)(2), (d). (&),
and (f), 71.103(a), (c) through (f), and 71.107 through 71.131 are not in-
corporated by reference;

(2) Any references to the United States Nuclear Regulatory Commis-
sion or any component thereof shall be deemed to be a reference to the
“Department” as defined in scction 30100, except for the reference found
in the definition of “certificate of compliance™ in 10 CFR 71.4;

(3) The terms “Closc reflection by water,” “Containment system,”
“Maximum normal operating pressure,” “Optimum interspersed hydrog-
enous moderation,” “Spent nuclear fuel or spent fuel,” and “State” found
in 10 CFR 71.4 are not incorporated by reference;

(4) When the term “licensed material™ is used within the material in-
corporated by this section, it shall mean any radioactive material includ-
ing source material, special nuclear matcnial, or byproduct material re-
ceived, possessed, used, transferred or disposed of under a general or
specific license issucd by the NRC, or by any other Agreement State or
by any state that has been cither provisionally or finally designated as a
Licensing State by the Conference of Radiation Control Program Direc-
tors, Inc.; and

(5) Federal Department of Transportation regulations as of January 1,
2007 rcferenced in 10 CFR 71.5 are hereby incorporated by referencc.

(b) Persons are exempt from this regulation to the cxtent that they
transport any radioactive material or offer any radioactive material to a
carrier for transportation where such transportation is subjeet to the cx-
clusive jurisdiction ot the United States Fedcral Government.

(¢) Physicians are exempt from the requirements of this section to the
cxtent that they transport radioactive matcrial for use in the practicc of
medicine. However, any physician operating under this exemption shall
possess a specific license issued pursuant to section 30195 authorizing
human use of radioactive material.

NOTE: (1) Authority cited: Scctions 114765, 114820, 115000 and 131200, Health
and Safcty Code. Reference: Sections 114740, 114765, 131050, 131051 and
131052, Health and Safety Code.

NOTE; (2) Copics of Title 10, Code of Federal Regulations - Energy, and Title

49, Codce of Federal Regulations— Transportation, arc for salc by the Supcrinten-

dent of Documents, U.S.Government Printing Office, Washington, D.C. 20402.

Copics can also be obtained at: http://www.access.gpo.gov/nara/cfr/cfr table—

scarch.html#pagel.

HISTORY

. Repealer of group 4 and new group 4 (scetions 30365 -30380) filed 11-29-65;
cffective thirticth day thereafter (Register 65, No. 23). For prior history, scc
Register 62, No. 1.

. Repealer of article 1 (seetions 30365, 30366 and 30368); repealer of article 2
(scction 30370); renumbering and amendment of former article 3 (scetion
30373) to articlc 1 (scction 30373); repealer of article 4 (seetion 30378) and re-
pealer of article 5 (section 30380) filed 6-6-85; cffective thirticth day thercafter
(Register 85, No. 23). For prior history, sec Registers 76, No. 4; 73, No. 25; 69,
No. 20; and 67, No. 46.

. Change without regulatory cffect of NOTE (Register 88, No. 6).

4. Amendment of subscction (a) filed 9--16-92; operative 10+ 16-92 (Register 92,

No. 38).
5. Amendment of scction and Notk filed 4- 24-2009; opcrative 5 24--2009 (Reg-
ister 2009, No. 17).

(93

[9%)

Group 5. Participation by Local Health
Departments

§ 30385. Authority. [Repealed]

HisTory
1. Repeater of Article 1 (Sections 30385 and 30386) tiled 1-10- 86; cffective thir-
ticth day thercafier (Register 86, No. 2).

§ 30390. General Definitions. [Repealed]

HisTORY
1. Amendment filed 1-22- 76; cffective thirticth day thereafter (Register 76,
No. 4).

2. Repealer of Article 2 (Scction 30390) filed 1-10-86; cffective thirticth day
thereafter (Register 86, No. 2).

Article 1. Local Health Departments
§ 30393. Participation in Control Program.

Participation in the Statc radiation control program shall be pursuant
to an approved contract between the Department and the local health de-
partment. A local health department desiring to participatc in the State
radiation control program within its area of jurisdiction shall apply to the
Department.

NOTE: Authority cited: Scctions 208, 25651 and 25811, Health and Safcty Code.
Reference: Scctions 25801, 25810, 25875 and 25876, Health and Safety Code.
HisToRY
1. Renumbering of former Article 3 to Article 1 and amendment of Section 30393
filed 1-10-86; cffective thirticth day thercafter (Register 86, No. 2).

§ 30394. Application for Participation.

Application shall be made in writing, and shall sct forth:

(a) The names and qualifications of personnel to be assigned to the ra-
diation control program;

(b) The numbers and types of radiation survey instruments available;

(¢) The administrative relationship between the radiation control pro-
gram and othcr programs of the local health department; and

(d) A showing that the radiation control program proposed by the local
hcalth department is compatible with standards imposed upon the State
by the U.S. Nuclcar Regulatory Commission pursuant to the agreement
contained in the Health and Safety Code, Scction 25876, and the general
policy statement “Guidelines for NRC Review of Agreement State Radi-
ation Control Programs” (46 FR 59341).

NOTE: Authority cited: Scctions 208, 25651 and 25811, Health and Safety Code.
Reference: Scctions 25801, 25810, 25875 and 25876, Health and Safety Code.
HisToRY

1. Amendment filed 1 10 86; cffective thirticth day thercafter (Register 86,
No. 2).

2. Change without regulatory cffect of subscction (d) (Register 88, No. 6).

§ 30395. Contract Authorizing Participation.

(a) An application will be approved if the Dcpartment determines with
the concurrence of the Department of Industrial Relations that the show-
ings required by Scetion 30394 arc complete.

(b) Any authorization pursuant to this article shail be in the form of a
contract setting forth, as a minimum:

(1) Dutics and responsibilities of the local health department;

(2) Conditions of financial reimbursement to the local health depart-
ment; and

(3) Terms and conditions for termination of the contract.

NOTE: Authority cited: Sections 208, 25651 and 25811, Health and Safety Code.
Reference: Scctions 25801, 25810, 25875 and 25876, Health and Safety Code.

[ The next page is 233.]
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(32) “Mammographic radiologic technology” means the performance
of radiologic technology for purposes of obtaining a mammogram.

(33) “Outside of Department jurisdiction” means any location within
the State that is not subject to the laws and regulations of the Department.

(34) “Program director” means that individual who is responsible for
those items specified in section 30419(a), and who meets the require-
ments of section 30418.

(35) “Qualified practitioner” means any of the following persons act-
ing within the scope of the person’s certificate or permit:

(A) A certified supervisor and operator; or

(B) Any CRT or XT who has at least two years of radiologic technolo-
gy experience.

(36) “Radiography”™ means the procedure for creating an X—ray image,
and includes one or more of the following:

(A) Positioning the patient;

(B) Selecting exposure factors; or

(C) Exposing the patient and the recording medium to X-rays.

(37) “Radiologic technology” means the application of X-rays on hu-
man beings for diagnostic or therapeutic purposes.

(38) “Radiologic technology certification school” means an entity ap-
proved pursuant to section 30412 that provides to individuals an educa-
tional program designed to establish eligibility for a certificate in:

(A) Diagnostic Radiologic Technology issued pursuant to section
30440; or

(B) Therapeutic Radiologic Technology issued pursuant to section
30440.

(39) “Radiologic technologist fluoroscopy permit school” means an
entity approved pursuant to section 30412 that provides to individuals an
educational program designed to establish eligibility for a radiologic
technologist fluoroscopy permit issued pursuant to section 30451.

(40) “Supervising licentiate” means a certified supervisor and opera-
tor who is responsible for supervision of X-ray machine use at a clinical
site.

(41) “Supervision” means responsibility for, and control of, quality,
radiation safety, and technical aspects of all X—ray examinations and pro-
cedures.

(42) “Therapeutic radiologic technology” means the pertormance of
radiologic technology for therapeutic purposes.

(43) “X-ray bone densitometry” means a radiologic examination of all
or part of the skeleton, utilizing X-rays from an X-ray source which is
mechanically joined to a detector for scanning all or part of the skeleton
under computer control.

(44) “XT” means a limited permit X—ray technician.

NOTE: Authority cited: Sections 114870(a) and 131200, Health and Safety Code.

Reference: Sections 106990, 114850, 114870, 131050, 131051 and 131052,
Health and Safety Code.

HISTORY

I. New section filed 10~11-2013; operative 10—11-2013 pursuant to Government
Code section 11343.4(b)(3) (Register 2013, No. 41). For prior history, see Reg-
ister 2001, No. 44,

§ 30400.5. Approved Continuing Education Credit.
[Repealed]
NOTE: Authority cited: Sections 100275 and 114870(a), Health and Safety Code.
Reference: Sections 106995, 114840, 114845, 114870(b). 114870(c) and
1 14870(¢), Health and Safety Code.
HisToRY
1. New section [1led 10-29-2001; operative | 1-28-2001 (Register 2001, No. 44).

2. Repealer filed 10-11-2013; operative 10-11-2013 pursuant to Government
Code section 11343.4(b)(3) (Register 2013, No. 41).

§ 30400.40. Fluoroscopy. [Repealed]
NOTE: Authority cited: Sections 100275 and | 14870(a), Health and Safety Code.
Reference: Sections 106965, 107110, 114870(b), 114870(c) and 114870(e),
Health and Safety Code.
HISTORY
I. Renumbering of former section 30400 to new section 30400.40, including
amendment of NOTL, filed 10-29-2001; operative [1-28-200] (Register 2001,
No. 44).
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2. Repealer filed 10-11-2013; operative 10-11-2013 pursuant to Government
Code section 11343.4(b)(3) (Register 2013, No. 41).

§ 30400.60. Mammographic Examination. [Repealed]

NOTE: Authority cited: Sections 100275 and 114870(a), Health and Safety Code.
Reference: Sections 106995, 114845, 114870(b) and (c), Health and Safety Code.
HISTORY
I. New section filed 10-29-2001; operative | 1-28-2001 (Register 2001, No. 44).

2. Repealer filed 10-11-2013; operative 10-11-2013 pursuant to Government
Code section 11343.4(b)(3) (Register 2013, No. 41).

§ 30400.85. Radiography. [Repealed]

NOTE: Authority cited: Sections 100275 and [ 14870(a), Health and Safety Code.

Reference: Sections 106965, 106975, 107045, 107110, 114850, 114870(b).

1 14870(c) and 114870(¢), Health and Safety Code.

HIsTORY

1. Renumbering of former section 30401 to new section 30400.85, including
amendment of NoT;, filed [0-29-2001; operative 11-28-2001 (Register 2001,
No. 44).

2. Repealer filed 10-11-2013; operative 10~11-2013 pursuant to Government
Code section 11343.4(b)(3) (Register 2013, No. 41).

§ 30400.95. X-ray Bone Densitometry. [Repealed]

NOTE: Authority cited: Sections 100275 and | 14870(a), Health and Safety Code.

Reference: Sections 106965, 107045 and 114870(c), Health and Safety Code.

HISTORY

J. Renumbering of former section 30401.6 to new section 30400.95, including
amendment of NoTE, filed 10-29-2001; operative 11-28-2001 (Register 2001,
No. 44).

2. Repealer filed 10-11-2013; operative 10-11-2013 pursuant to Government
Code section 11343.4(b)(3) (Register 2013, No. 41).

§ 30401. Radiography. [Renumbered]
NOTE: Authority cited: Section 25668(a), Health and Safety Code. Reference:
Section 25668, Health and Safety Code.

HisTORY

I. Renumbering of former section 30401 (o new section 30400.85 filed
10-29-2001; operative 11-28-2001 (Register 2001, No. 44).

§ 30401.6. X-ray Bone Densitometry. [Renumbered]

NOTE: Authority cited: Section 114870(a), Health and Safety Code. Reference:
Section | 14870(c), Health and Safety Code.
HISTORY

1. New section filed 9-15-97 as an emergency; operative 9-15-97 (Register 97,
No. 38). A Certificate of Compliance must be transmitted to OAL by 1-13-98
or emergency language will be repealed by operation of law on the following
day.

2. Certificate of Compliance as to 9—15-97 order, including amendment of section
heading and section, transmitted to OAL 1-8-98 and filed 2-24-98 (Register
98. No.9).

3. Renumbering of former section 30401.6 to new section 30400.95 filed
10-29-2001; operative 11-28-2001 (Register 2001, No. 44).

Article 2. Special Permits

§ 30402. Special Permits.

(a) To obtain a special permit an applicant shall have on file with the
Department a complete application.

(b) The Department considers an application for a special permit com-
plete if all of the following conditions have been met:

(1) Application is made on forms furnished by the Department.

(2) Fee is paid pursuant to Section 30408.

(3) The application is accompanied by:

(A) A statement from a licentiate of the healing arts who holds a certifi-
cate or permit issued pursuant to Sections 30466 or 30467 attesting that
elforts to employ a Certified Radiologic Technologist were unsucces-
sful.

(B) A copy of a notice of employment opportunity for a radiologic
technologist in a local newspaper or periodical for the position for which
the special permit is being sought.

(4) The Department ascertains, by reviewing X—ray machine registra-
tion records, that no other medical X—ray facility capable of providing the
same radiologic health care that would be delivered at the applicant’s fa-
cility is available in the locality where the special permit is being sought.

Register 2013, No. 41; 10—11-2013
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Editor’s Note

The following regulations on “Standards for Protection Against Radiation” are
from the January 1, 2008, version of the Code of Federal Regulations (CFR), Title 10,
Chapter 1, Part 20.

The 2008 version of CFR regulations is the version referenced by the California
Department of Health Services in their radiation regulations appearing in Title 17 of
the California Code of Regulations (CCR).

Section 30253, subsection (a) of Title 17 of the California Code of Regulations
reads as follows:

§ 30253. Standards for Protection Against Radiation.

(a) The regulations governing standards for protection against
radiation in title 10, Code of Federal Regulations, part 20, (10 CFR
20) sections 20.1001 through 20.2402 and Appendices A through G
(January 1, 2008) are hereby incorporated by reference with the
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Title 17
Public Health, Department of

Quality assurance requirements adopted for radio-
graphic film

Summary: The Department of Public Health has adopted reg-
ulations implementing changes in statutory law affecting per-
sonnel and facilities using radiation—producing equipment for
medical and dental purposes. This action establishes quality
assurance standards for the use of X-ray machines that use
film and the handling and storage of radiographic films. The
Department has stated that quality assurance standards for dig-
ital radiography had not yet been established by either the med-
ical or health physics communities at the time these regulations
were developed.

Regulatory Action: Changes affect title 17, sections 30305.1,
30308.1 and 30311.1

Filed: 9/4/2012. Effective: 10/4/2012. OAL File No.: 12-0724-03
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