QUESTIONNAIRE FOR FILING PROPOSED RULES AND REGULATIONS
WITH THE ARKANSAS LEGISLATIVE COUNCIL: AND JOINT INTERIM COMMITTEE

DEPARTMENT/AGENCY Arkansas Department of Health

DIVISION Center for Health Protection
PIVISION DIRECTOR Donnie Smith
CONTACT PERSON Robert Brech
4815 West Markham Street
Slot #31
ADDRESS Litile Rock, Arkansas 72205

PHONE NO. 661-2297 FAXNO. 661-2357 E-MAIL robert.brech@arkansas.gov

NAME OF PRESENTER AT COMMITTEE MEETING Robert Brech

PRESENTER E-MAIL robert.brech@arkansas.gov

INSTRUCTIONS

Please make copies of this form for future nse.

Please answer each question completely using layman terms. You may use additional sheets, if
necessary.

If you have a method of indexing your rules, please give the proposed citation after “Short
Title of this Rule” below.

Submit two (2) copies of this questionnaire and financial impact statement attached to the
front of two (2) copies of the proposed rule and required documents. Mail or deliver to:

Donna K. Davis

Administrative Rules Review Section
Arkansas Legislativé Council
Bureau of Legislative Research
Room 315, State Capitol

Little Rock, AR 72201
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Proposed Revisions to the Arkansas Rules and Regulations
1. What is the short title of this rule? for Control of Sources of lonizing Radiation

S 0 wp

Revisions and/or additions to existing regulations for
the use of radioactive material in the State of
Arkansas in order to maintain Agreement State
compatibility with the U.S. Nuclear Regulatory

2. What is the subject of the proposed rule? Commission

3. Is this rule required to comply with a federal statute, rule, or regulation? Yes No []

If yes, please provide the federal rule, regulation, and/or statute citation.
The majority of these Revisions are proposed in order to maintain compatibility with the
U.S. Nuclear Regulatory Commission (NRC). Regulatory compatibility with the NRC is
one of the basic requirements for the State of Arkansas to continue to serve the citizens of
Arkansas as an "Agreement State.”

" 4. Was this rule filed under the emergency provisions of the Administrative
Procedure Act? Yes[] No [X]



If yes, what is the effective date of the emergency rule? -N/A-

When does the emergency rule expire? - -N/A-
Will this emergency rule be promulgated under the permanent provisions of
the Administrative Procedure Act? Yes[ ] No
5. Is this a new rule? 7 Yes [} No [X]
If yes, please provide a brief summary explaining the regulation.
-N/A-
Does this repeal an existing rule? . Yes[ ] No

If yes, a copy of the repealed rule is to be included with your completed questionnaire. Ifit is being
replaced with a new rule, please provide a summary of the rule giving an explanation of what the
rule does.

-N/A-

Is this an amendment to an existing rule? Yes [ No| ]
If yes, please attach a mark-up showing the changes in the existing rule and a summary of the
substantive changes. Note: The summary should explain what the amendment does, and the
mark-up copy should be clearly labeled “mark-up.”

6. Cite the state law that grants the anthority for this proposed rule?
If codified, please give Arkansas Code citation.
The authority for this set of regulations was given through Act 8 of the Second Extraordinary Session of

1961, as amended. ALSO, see Arkansas Code Annotated 20-21-203 through 20-21-217.

7. What is the purpose of this proposed rule? Why is it necessary?

These revisions pertaining to the use of radioactive material have been proposed in order to
maintain compatibility with the U.S. Nuclear Regulatory Commission (NRC). Regulatory
compatibility with the NRC is one of the basic requirements for the State of Arkansas to continue
to serve the citizens of Arkansas as an "Agreement State.”

8. Please provide the address where this rule is publicly accessible in electronic form via the Internet as
required by Arkansas Code § 25-19-108(b).

www healthy.arkansas.gov "Proposed Rules & Regs" Link

9. Will a public hearing be held on this proposed rule? Yes ' No []
If yes, please complete the following:
Date: June 12, 2012

Time: 10:00 a.m.
Freeway Medical Tower
5800 West 10™ Street
Room #906

Place: Little Rock, Arkansas

10. When does the public comment period expire for
permanent promuligation? (Must provide a date.} - June 12, 2012

11. What is the proposed effective date of this proposed rule? _October 1, 2012




(Must provide a date.)

12. Do you expect this rule to be controversial? Yes [ ] No [X]

If yes, please explain.

13. Please give the names of persons, groups, or organizations that you expect to comment on these
rules? Please provide their position (for or against) if known.

Hospital Medical Licensees

Industrial Radiography Licensees




FINANCIAL IMPACT STATEMENT
PLEASE ANSWER ALL QUESTIONS COMPLETELY

DEPARTMENT Health

DIVISION Center for Health Protection

PERSON COMPLETING THIS STATEMENT Robert Brech

TELEPHONE NO. 661-2297 FAX NO. 661-2357 EMAIL: robert.brech@arkansas.gov

To comply with Act 1104 of 1995, please complete the following Financial Impact Statement and file two
copies with the questionnaire and proposed rules.

SHORT TITLE OF THIS RULE  Proposed Revisions to the Arkansas Rules and Regulations for
Control of Sources of Ionizing Radiation

1. Does this proposed, amended, or repealed rule have a financial impact? Yes [ ] No X

2. Does this proposed, amended, or repealed rule affect small businesses? Yes [X] No [}
If yes, please attach a copy of the economic impact statement required to be filed with the Arkansas
Economic Development Commission under Arkansas Code § 25-15-301 et seq.

SEE ATTACHMENT

3. Ifyou believe that the development of a financial impact statement is so speculative as to be cost
prohibited, please explain.

The financial impacts described are speculative. The Department has no way to determine the costs of
these regulations. However, the Department believes that the proposed regulations will not create an
undue financial burden and will be "Revenue Neutral."

4. Ifthe purpose of this rule is to implement a federal rule or regulation, please give the incremental cost
for implementing the rule. Please indicate if the cost provided is the cost of the program.

Current Fiscal Year Next Fiscal Year
General Revenue General Revenue

Federal Funds Federal Funds

Cash Funds . Cash Funds

Special Revenue Special Revenue

Other (Identify) Other (Identify)

Total -N/A- Total -N/A-

5. What is the total estimated cost by fiscal year to any party subject to the proposed, amended, or
repealed rule? Identify the party subject to the proposed rule and explain how they are affected.
Current Fiscal Year Next Fiscal Year

$ 000 $ _000

6. What is the tota] estimated cost by fiscal year to the agency to implement this rule? Is this the cost of
the program or grant? Please explain.
Current Fiscal Year Next Fiscal Year

$0 $§ 0




SUMMARY OF THE PROPOSED REVISIONS TO THE

RULES AND REGULATIONS FOR CONTROL OF SOURCES OF IONIZING RADIATION

The Radiation Control Section has initiated the process for the revision of the Arkansas State Board of
Health Rules and Regulations for Control of Sources of lonizing Radiation. The Section regulates the
possession and use of both x-ray equipment and radioactive material in the State of Arkansas. The
regulatory oversight of radioactive material is performed as an Agreement State with the U.S. Nuclear
Regulatory Commission (NRC). The State of Arkansas is expected to have regulations that are
compatible with NRC regulations. In order to achieve this compatibility, several additions and/or
changes are being proposed.

Our proposed revisions will address the following areas:

Changes in the generally licensed industrial devices regulations to specifically address import and
export requirements;

Adoption of requirements for the transportation of radicactive material that are compatible with
the International Atomic Energy Agency’s Transportation Safety Standards;

Modifications to the medical use of radioactive material requirements that ad dress training
requirements where additional medical specialty boards are recognized, authorized user
clarifications, and other minor medical use regulations;

Adoption of requirements for the Department’s radioactive material users who possess Increased
Control quantities of radioactive material to participate in the National Source Tracking System
as part of the enhanced national homeland security;

Modifications to occupational dose record requirements to include the relaxation of annual dose
notification requirements;

Changes to licensing and reporting requirements regarding exemptions from licensing, general

licenses, and distribution of select items/devices containing radioactive material; and

Expansion of the definition of byproduct material to include radium and to address source
security matters dealing with devices containing radium.

If you have any questions, please contact Bernie Bevill, Radiation Control Section Chief. Our telephone
number is (501) 661~ 2301.
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SECTION 1.
REGISTRATION OF SOURCES OF RADIATION

PART A.
GENERAL
RH-A4. Communications. All communications concerning thequegulauons shall be
addressed to the Arkansas Department of Health fy dees, Divisien-of

481 5 West
QQQ%OQ—IJI»?# 72205-386 7.

Health; Radiation Control Section,
Markham Street, Slot #30, Little Rock, Arkansas




SECTION 2.
LICENSING OF RADIOACTIVE MATERIALS

(FOOTNOTES APPEAR AT THE END OF THIS SECTION)

PART A.
GENERAL

RH-102. License Requirement.

a. Except for persons exempt as p i 11
750., no person s@gél manufacturé;; gduce transfer, receive, acquire,
OWN, pOSSess, or«uﬂegradw&ctwe mate. ""'nal except as authorized in a
specific or generd j‘llcens%sued in accorgg%zce with these Regulations.”

‘k‘ 4
b. In addltlo to the requlremen;g 1§ fhl QagSmtlon, all licensees, except as
e - ety
oth,ex;wlsesnoted in these:Régulations, are’subject to the requirements of

xs%“é?mn 3 of fgese Reglﬁ ons as well as any regulations specific to the
J ol

§/4

‘:

ype of radzoac“twe material or particle accelerator use.
& “g’

_ PART B.
i DEFINITIONS

RH-200. General Definitions a i =il

1. Byproduct material -
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1. Any radioactive material (except special nuclear material) yielded
in, or made radioactive by, exposure to the radiation incident to the
process of producing or using special nuclear material;

2, The tailings or wastes produced by the extraction or concentration
of uranium or thorium from ore processed primarily for its source
material content, including discrete surface wastes resulting from
uranium solution extraction processes. Underground ore bodies
depleted by these .s'olution axtraction p_e%nons do not constitute

tr cﬁon before on, or

Tk

after August 8 2005 Vor use for a &%mmerczal medical, or

The U.S. Nuclear Regulatory Commission, in consultation
with the Administrator of the Environmental Protection
Agency, the Secretary of Energy, the Secretary of
omeland Security, and the head of any other appropriate
Federal agency, determines would pose a threat similar to
the threat posed by a discrete source of radium-226 to the
public health and safety or the common defense and

" security; and

Before, on, or after August 8, 2005, is extracted or
converted after extraction for use in a commercial,
medical, or research activity.

m. Consortium - An association of medical use licensees and a PET
radionuclide production facility in the same geographical area that jointly
own or share in the operation and maintenance cost of the PET
radionuclide production facility that produces PET radionuclides for use

2-2




RH-301.

al.

in producing radioactive drugs within the consortium for noncommercial
distributions among its associated members for medical use. The PET
radionuclide production facility within the consortium must be located at
an educational institution or a Federal facility or a medical facility.

Cyclotron — A particle accelerator in which the charged particles travel in
an outward spiral or circular path. A cyclotron accelerates charged
particles at energies usually in excess of 10 megaelectron volts and is
commonly used for production of short half-liferadionuclides Jfor medical
use. ;

een:processed so that its
TN

U X
purpo.ii’é”l_gﬁz increased for use for

95

Discrete source — A radionuclide that ki

concentration within a material has beq%‘

commercial, medical, or researchéf%:ﬁzvities.
>

Particle accelerator - Any 1 %ﬁc@me capable of accelerating.electrons,

protons, deuterons, or othercharged parg%g]es ina vacuumﬁ“tgi’gg of

discharging the resultant p?‘i‘t‘ft?ulate ﬁ%égber radiation into & medium at
-

energies usually in excess of 1 mfggg%@ﬁon volt For purposes of this

definition, “‘accgler ent term.
: i

. e g
G0, 4 e :
Wﬁte*:’T‘hga?;%eggow—leve_%zad;‘oacuve wastes containing source, special
R Rl

oduct mﬁ%@al that are acceptable for disposal in a land

es of this definition, low-level radioactive

45 ;%hg?f*‘wﬁa te not classified as high-level radioactive
suranic wastespent nuclear fuel, or byproduct material as

paragraphs 2., 3., and 4. of the definition of

i

PART C.
EXEMPTIONS

5

OtherRadioactive-Materials-Radioactive Material Other Than Source Material.

a.

Exempt concentrations.

1. Except as provided in RH-304-a-2-belew-RH-301.a.3. and RH-
301.a.4., any person is exempt from this Past-Section to the extent
that such person receives, possesses, uscs, transfers, owns or
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~oral 'kAgreemenerb, té except n éccordance W1th a llcense issued

acquires products or materials containing radioactive material in
concentrations not in excess of those listed in Part, RH-902-
Schedule C-Schedule C to Section 3, RH-902.

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

A manufacturer, processor, or producer of a product or material in
an Agreement State is exempt from the requirements for a license
and from these Regulations to the extent that this person transfers
radioactive material contained i in & product or material in
concentrations not in excess of tH . Sp! qiﬁed in RH-902.
(Schedule C to Section 2) and's i

o,
=4

material by a licensee holdin fig 2 i :se issued by the
Nuclear Regulatory Corfintission expressly Authy rizing such
mtroducnon Th1$ exérpptlon does not apply to'the:fre
ntained in ggly food, beverag ;{cosmctlc

drug, or other commo ty_or product demgned for 1ngest10n or

uivalent regtﬂ%thns of the'lt: ] RiSSion

who mcorporate radioactive material into, the folIowmg products,
any person is exempt from these Regulations to the extent that
uch person receives, possesses uses, transfers, owns or acquires
the following products:¥

A. Time pieces or hands or dials containing Radiusm-er not
more than the following specified quantities of radioactive
material and not exceeding the following specified levels of

radiation:
I 25 millicuries of Tritium per timepiece;
i, 5 millicuries of Tritium per hand;

24



iil. 15 millicuries of Tritium per dial (bezels when used
shall be considered as part of the dial);

v 100 microcuries of Promethium-147 per watch or
200 microcuries of Promethium-147 per other
timepiece;

. 20 microcuries of Prometh1um-147 per watch hand
or 40 microcuries of Prt n;f &thium-147 per other
timepiece hand;

-

Vi. 60 mlcrocunes‘%ﬁProme jum-147 per watch dial

or 120 m:lcf‘g eunes of Promiet ;um-147 per other
timepiecéidial Is when e
pl%%g%& tal (bezels when use

: i b
Yﬂ@of rg%i'ggtlon from hands anddlals
omethium-147 will not exceed, when
&8, measured thr gh 50 milligrams per square
tlmeter of %@Q ber:

" (c).  For any other timepiece, 0.2 millirad per
hour at ten (10) centimeters from any
surface.

viii, I microcurie (0.037 MBq) of Radium-226 per
timepiece in intact timepieces manufactured prior to
November 30, 2007.



B Reserved. o . ]

C. Balances of precision containing not more than one (1)
millicurie of Tritium per balance or not more than 0.5
millicuries of Tritium per balance part manufactured before
December 17, 2007.

Reserved.

E. Marine compasses contalmng nogm%re than 750 millicuries
of Tntmm gas andﬁher marine nanatlonal mstruments

y person who desires to apply radioactive material to, or to
nicorporate radioactive material into, the products exempted in
“RH-301.b.1. above, or who desires to initially transfer for sale or
distribution such products containing radioactive material, should
apply for a specific license pursuant to 10 CFR 32.14, which
license states that the product may be distributed by the licensee to
persons exempt from RH-301.b.1.

C.




RH-301. (Cont’d)

d.

I}
a"*'ut

ﬁ"‘ ) :
1. ~Except for persons h anufacture, process, %%?ﬁuce or initially
transfer for sale orm&g tsmbutzon ga%agnd aerosol det

demgned to ":ote”ﬂlfe%gr proﬁ oty om fires and airborne hazards
provided tha%ﬁﬂetectorsic ﬁtammg tadioactive material shall have
] <;»“~‘¢'_:%‘. . x.ﬁéﬁb %ﬂ

\ed, FLis = processed, produced,

g .«& 5
in acco ﬁance Wlth a spemfic license 1ssued

10 CFR 32.26; or aay-an Agreement State
2.26 equivalent, which license authorizes

- transferoft the detectors to persons who are exempt from
%Jé} cgulatory requuements. This exemption also covers gas and
i sol detectors manufactured or dzstrzbuted before November

greem nt State under comparable provlszons to 10 CFR 32.26
uthorizing dzsmbutton to persons exempt from regulatory

equzrements.

as and aerosol detectors containing Naturally Occurring

’Radioactive Material (NORM) previously manufactured and
distributed in accordance with a specific license issued by a
Licensing State shall be considered exempt under RH-301.d.1.,
provided that the device is labeled in accordance with the specific
license authorizing distribution and provided further that they meet
the requirements of RH-405.g.

RH-301. (Cont’d)

e Self-luminous products containin i i
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47 radioactive material).

1 Tritium, krypton-85, or promethium-147.

Except for persons who manufacture, process, produce, or initially
transfer for sale or distribution self-luminous products containing
tritium, krypton-85 or promethium-147, any person is exempt from
these Regulations to the extent that such person receives,
possesses, uses, transfers, owns, or acquires tritium, krypton-85 or
promethium-147 in self-luminous products ‘ manufactured,
processed, produced, or initially transférred in accordance with a
specific license issued by the U , ear Regulatory
Commission pursuant to for: 10 CFR
32.22, which license auth nzes the transferwﬁgﬂle product to

uch products for use pursuant to RH-301.e.1.,
ld apply for a license pursuant to 10 CFR 32. 22 which license

‘diagnostic use for humans.

1. Except as provided in paragraphs RH-301.f2. and RH-301.£3,,
any person is exempt from the requirements for a license set-forth

ﬁ'om the regulatlons in thlS Sectmn and Section 9 pr0v1ded that
such person receives, possesses, uses, transfers, owns, or acquires
capsules containing one (1) microcurie (37 kBq) carbon-14 urea
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(allowing for nominal variation that may occur during the
manufacturing process) each, for “in vivo” diagnostic use for
humans. ...

RH-305. Exempt Quantities.

a.

b. edor acquired under
the general license formerlyspto ﬂ_’qzlar general
license of the Nuclear Regﬁ‘l _ ,t?)ry Commgg‘ @gn or an Agreemen; State, is
exempt from the reqwrementséfor a licefise'set forth in this Yhtt Section to
the extent that such person possessws,%{ ) es transfers or owns such
radioactive mat%;i k

c. 0Tz

§"Sgsiof )commercml distribution or the
faterialint sproduets intended for

d for purposes*of commercial distribution, transfer

i mgﬁmdual quantities set forth in Schedule B to
7}’;”" \{i“gbg*reason to believe that such quantities of

squivalent regulatlons of the U.S. Nuclear Regulatory

qﬁ:}pﬁsm nor any Agreement State, except in accordance with a specific
hce‘?‘n”és&"“ellssu “bﬁghe U.S. Nuclear Regulatory Commission pursuant to
section:32.18 ocf 10 CFR Part 32, which license states that the radidactive

rinls ay be transferred by the licensee to persons exempt under this

e 0 person may, for purposes of producing an increased radiation level,
combine quantities of radioactive material covered by this exemption so
that the aggregate quantity exceeds the limits set forth in RH-901.
(Schedule B to Section 2), except for radioactive material combined within
a device placed in use before May 3, 1999, or as otherwise permitted by
the regulations in this Section.
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PART D.
LICENSES

RH-402. General Licenses — Other-Radioactive-Materials-Radioactive Material Other Than
Source Material,

-402. a. before January 15, 1975, may continue
to possess, use, or ¥ transfer that material in accordance with the labeling

quirements of RE-482-b-RH-402.0. devices in effect on January 14,
97

business, and Federal, State or local government agencies to
" receive, possess, use or transfer, in accordance with the
isions of RH-402.b., ¢. and d., radioactive material contained in
deévices designed and manufactured for the purpose of detecting,
measuring, gauging or controlling thickness, density, level, interface
location, radiation, leakage, or qualitative or quantitative chemical
composition, or for producing light or an ionized atmosphere.

b. 1 The general license in RH-402-b1-RH-402.a. applies only to
radioactive material contained in devices which have been
manufactured or initially transferred and labeled in accordance
with the specifications contained in:

2-10




A. A specific license issued under RH-405.e.; or

B. An equivalent specific license issued by the U.S. Nuclear
Regulatory Commission or an Agreement State; or

C. An equivalent specific license issued by a State with
provisions comparable to RH-4035.e.

RH-402.b. {Cont’d)

c Any person who owns, rece
radioactive material in a dk
40251 RH-402.a.
1 Shall assil 1;
receipt and xg the statern ﬁita‘g,hat removal of the label is

w&

prohlblted Ir'e matn .& ed theredtid

mstructionsgé%d precailt 1o TS
r &

»f t
th /§: evme is tés ed for leakage of radloactlvc

and shall comply with all

mdlcétor if any, at %longer than six (6) month intervals or at
gt’}i{wg Lgntervals%’*“’asare specified in the label; however:

B
Devices coh%g only Krypton need not be tested for
., leakage of radioactive material, and

thicrocuries of other beta and/or gamma emitting material
or ten (10) microcuries of alpha emitting material and
devices held in storage in the original shipping container
prior to initial installation need not be tested for any

purpose;

3. Shall assure that the tests required by RE-402.6:3-B-RH-402.c.2.
and other testing, installation, servicing and removal from
installation involving the radioactive materials, its shielding or
containment, are performed:

A. In accordance with the instructions provided by the labels;
or

- 2-11




RH-402.c. (Cont’d)

B, By a person holding a specific license from the
Department, the U.S. Nuclear Regulatory Commission or
an Agreement State to perform such activities;

Shall maintain records showing compliance with the requirements
of RH402 b3 Band 3.C_RH 402.c.2. and ¢.3. The records must
show the results of tests. The records also*must show the dates of

o Afrﬁﬂe thc installation radioactive
a.xﬁrﬁ efit. The licensee shall retain

S e
A. f aitest for leakage or rei‘di’g%i:tive material
02—b—3—B—RH~4 02.c.2. mﬁét be retamed

10 - w} -4 02.¢.2. must be retained
fter the next required test of the on-off
' srgx ;Qggtmmca OFiis performed or until the sealed

ansferred or (flsposed of.

fallure o‘f ,or damage to, or any indication of a possible failure of
)3 damage to, the shielding of the radioactive material or the on-off
i \echanism or indicator, or upon the detection of 185 bequerel

0 005 microcurie) or more removable radioactive material. The
evice may not be operated until it has been repaired by the
manufacturer or other person holding a specific license to repair
such devices that was issued under RH-405.e. or the U.S. Nuclear

Regulatory Commission or by an Agreement State.

The device and any radioactive material from the device may only
be disposed of by transfer to a person authorized by a specific
license to receive the radioactive material in the device or as
otherwise approved by the Department. A report contammg a brief
description of the event and the remedial action taken; and, in the
case of detection of 0.005 microcurie or more removable
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radioactive material or failure of or damage to a source likely to
result in contamination of the premises or the environs, a plan for
ensuring that the premises and environs are acceptable for
unrestricted use, must be furnished within thirty (30) days to:

RH-402.c.5. (Cont’d)

Arkansas Department of Health &—Hm—Semees
RadJauon Control Sect:on :

, ,NucleaﬂRegulatory Commission
[ g‘t 10 ‘éExport and Import of Nuclear

gull Qt ry Commission Regulatzons outlmed in
) onﬂ and Import of Nuclear Equipment and
4By transfer to another general licensee as
authorized by RE402:53J-RH-402.¢.9., or to a person
authorized to receive the device by a specific license issued
under Section 2, or Section 2 that authorizes waste
collection, or equivalent regulations of the U.S. Nuclear
Regulatory Commission or an Agreement State, or as
otherwise approved under RE-402-b-3.G-ii—RIH-402.¢.8.C.

Shall, within thirty (30) days after the transfer of the device
to a specific licensee or export, furnish a report to:

Arkansas Department of Health &-Human-Services
Radiation Control Section

ATTN: General License Registration Program
P-0-Box1437, - Mail-Slet H-36

4815 West Markham Street, Slot 30

Little Rock, Arkansas 72203-1437-72205-3867
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leensee- The report must contain:

i The identification of the device by manufacturer’s
(or initial transferor’s) name, model number, and
serial number;

ii. The name, address, and llcense number of the
person receiving the de ce (hcense number not

applicable if expoxted

f}-

Removes, alters, covers, or clearly and
unambiguously augments the existing label
“ther}v“i}e required by RH-402.c.1.) so that the
device is labeled in compliance with RH-1309.;
however, the manufacturer, model number, and
serial number must be retained;

Obtains the manufacturer's or initial transferor's
information concerning maintenance that would be
applicable under the specific license (such as leak
testing procedures); and

v. Reports the transfer under RH-402.c.8.B.
9. Shall 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

RH-402., RH-600., RH-1501., and RH-1502., and any
safety documents identified in the label of the device.
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Within thirty (30) days of the transfer, the transferor shall
report to:

Arkansas Department of Health &Human-Serviees
Radiation Control Section

ATTN: General License Registration Program
4815 West Markham Street, Mail Slot # 30

Little Rock, Arkansas 72203-1437-72205-3867

i The manufacturer’ itial transferor’s) name;
ii. The model number and

erial number of the
device traqs elgred :

“phone number of the
dual identified by the transferee in
: RH 402.c.1 2 to

iall comply ‘the provisions of RH-1501. and RH-1502. for
orting radiation incidents, theft, or loss of licensed material,
all be exempt from the other requirements of Section 3 of

§}1a11 respond to written requests from the Départment to provide
formation relating to the general license within thirty (30)
¢alendar days of the date of the request, or other time specified in
the request. If the general licensee cannot provide the requested
information within the allotted time, it shall, within that same time
period, request a longer period to supply the information by
providing the General License Registration Program a written
justification for the request.

RH-402.c. (Cont’d)

12, Shall appoint an individual respon31ble for having knowledge of
the appropriate regulations and requirements and the authority for
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13.

RH-402.c.13.C. (Cont’d)

taking required actions to comply with appropriate regulations and
requirements. The general licensee, through this individual, shall
ensure the day-to-day compliance with appropriate regulations and
requirements. This appointment does not relieve the general
licensee of any of its responsibility in this regard.

A. Shall register, in accordance with RH-402-b-3-L-i—and-iii-
RH-402.¢c.13.B. and C. devices containing at least ten (10)
mCi (370 MBq) of cesium-137 0‘»L mCi (3.7 MBq) of

strontium-90, one (1) mCi (3] MBq) of cobalt-60, 0.1 mCi

3 e : (1) mCi (37 MBq) of
risuranic (i.e., element with

402.c. I 3.C ,represents a separate gener :

requires a separate reg1strat10n and fee. ?ggf
. -

meeting the criteria of RHE-

A., shall register these devices

subj e(?cxf% fé'bankruptcy notlﬁcatlon requuement in RH—
409.g. '

following information and any other information
specifically requested by the Department:

i Name and mailing address of the general licensee.
il Information about each device: the manufacturer (or

initial transferor), model number, serial number, the
radioisotope and activity as indicated on label.

iii. Name, title, and telephone number of the
responsible person designated as a representative of
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the general licensee under RE-402b3K—-RH-

402.c.12.

iv. Address or location at which the device(s) are used
and/or stored. For portable devices, the address of
the primary place of storage.

1 Certification by the responSIble represcntatlve of the

general licensee that th%%nformatlon concerning the

[ through a phys1cal

- ayl%y licensed: b{xgthe U.s. Nuclear»aRegulatory
Commission Of é*h;,Aggwfﬁ‘ént State with respect to devices
ARH -402 c. 13 A are subject to

Sha L 'q‘%" o the malhng‘address for the locatlon of use
(mclud;ng chang%”gﬂ

Atkansas Department of Health & Husman Services
Rad ﬁﬁ‘vggﬁi gnhol Sectton

rithin thirty (30) days of the effective date of the change. Fora
ortable device, a report of address change is only required for a
change in the device’s primary place of storage.

RH-402.c. (Cont’d)

15.  May not hold devices that are not in use for longer than two (2)
years. If devices with shutters are not being used, the shutter must
be locked in the closed position. The testing required by RH-
402.b:3-B-RH-402.¢.2. need not be performed during the penod of
storage only. However, when devices are put back into service or
transferred to another person, and have not been tested within the
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required test interval, they must be tested for leakage before use or
transfer and the shutter tested before use. Devices kept in standby
for future use are excluded from the two (2) year time limit if the
general licensee performs quarterly physical inventories of these
devices while they are in standby.

d. The general license in RE-402-b.1--RH-402.a. does not authorize the
manufacture or import of devices containing radioactive material.

fg,,;_

e The general license prov1ded in ’RH 402.a. is subject to the
provisions of RH-56-RH-60., RH-409., RHE 6., RH-500., RH-501., RH-
600., RH-601., RH-602., RH-751., RH. Section 3¢ and Section 4.

o

with prov131ons of subﬁaragrap 14 2nd 5. of this par%%raph g.,
Amenc1um—241 in the f oI # f’é;ahbraﬂon or reference sources:

A. Aﬁ’y
Dé‘ﬁ”

Any persom o holds a spec1fic license issued by the U.S.
% wuclear Regulatory Commission which authorizes him to
ST \ S, use and transfer special nuclear material.

ransfer Plutoniuri: ih the form of calibration or reference sources
jccordance with the provisions of subparagraphs 4. and 5. of
thlskparagraph g. to any person who holds a spemﬁc license issued
\by the _fepa:ﬁnent which authorizes him to receive, possess, use
and transfer radioactive material. ..

##The general licenses in subparagraphs 1. and 2. of this paragraph g.
‘are subject to the provisions of RE-56-RH-60., RH-409., RH-416.,
RH-500., RH-501., RH-600., RH-601., RH-602., RA-751., RH-
4012., Section 3 and Section 4. In addition, persons who own,
receive, acquire, possess, use and transfer one (1) or more
calibration or reference sources pursuant to these general licenses:

A. Shall not possess at any one time, at any one location of
storage or use, more than five (5) microcuries of
Americium-241, five (5) microcuries of Plutonium, or five
(5) microcuries of Radium-226 in such sources;...
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i Ice detection devices.

1.

RH-402. (Cont’d)

A

A general license is hereby issued to own, receive acquire, possess,
use and transfer Strontium-90 contained in ice detection devices,
provided each device contains not more than 50 microcuries of
Strontium-90 and each device has been manufactured or imported
in accordance with a specific license issued by the U.S. Nuclear
Regulatory Commission or each device has been manufactured in
accordance with the specifications conta};lrﬁg‘_‘gf‘:d in a specific license
or equivalent licensing document issuéd:by the Department or any
Agreement State to the manufac f'such device pursuant to
licensing requirements equivalen 3

CFR Part 32.... E

The general license in ] ' i) §%:§ibj ect to the
provisions of 6£RH60., RH-409., RH-4165RH-500., RH-
501., RH-600., RHZ601 4RH-751., RH-40{2; and Section
4' et £ Ziy .

v

insfer, receive, acquire, own,
A . 1}
orporated in the following

issiced to

i
5

«,?%aterial in

turer in agé% dance with a specific license issued to the
he NRC 57‘“?33 Agreement State for use pursuant to 10

' fie wen.s'e is subject to the provisions of RH-60.,
2, RH-409., RH*416., RH-500., RH-501., RH-600., RH-601.,

-700., RE-751., RH-4012., Section 3 , and Section 4 of these

devices designed for use as static eliminators which contain, as a

_“sealed source or sources, radioactive material consisting of a total

of not more than 500 microcuries (18.5 MBq) of polonium-210 per
device.

Ion generating tube.

Devices designed for ionization of air which contain, as a sealed
source or sources, radioactive material consisting of a total of not
move than 500 microcuries (18.5 MBq) of polonium-210 per device
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or a total of not more than 50 millicuries (1.85 GBg) of hydrogen-
3 (tritium) per device.

m. A general license is hereby issued to receive title to and own special
nuclear material without regard to quantity. Notwithstanding any other
provision of this Section, a general licensee under RH-402. is not
authorized to acquire, deliver, receive, possess, use, transfer, import, or
export special nuclear material, except as authorized in a specific license.

RH-403. Specific Licenses.

Radiation Control Section,
Markham Street, Mail Slot

RH-403. (Cont’d)

h.

-device by manufacturer and model number
J.S. Nuclear Regulatory Commission under

ntaining Radium-226 or accelerator-
sduced radioactive material with an Agreement State under
provisions comparable to 10 CFR 32.210; or

“ontains the information identified in RE-403-10 CFR 32.210(c). |

or sources or devices containing naturally occurring or
ccelerator-produced radioactive material manufactured prior to
November 30, 2007 that are not registered with the NRC under 10
CFR 32.210 or with an Agreement State, and for which the
applicant is unable to provide all categories of information
specified in 10 CFR 32.210(c), the applicant must provide:

A. All available information identified in 10 CFR 32.210(c)
concerning the source, and, if applicable, the device; and
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B, Sufficient additional information to demonstrate that there
is reasonable assurance that the radiation safety properties
of the source or device are adequate to protect health and
minimize danger to life and property. Such information
must include a description of the source or device, a .
description of radiation safety features, the intended use
and associated operating experience, and the results of a
recent leak test.




RH-405.

nformation identified in RH-405.1.1.C. on the PET drugs to be
soncommercially transferred to members of its consortium.

D—PJ=I—4-92—b—chensmg of th manufacture or mmal transfer of devzces to
persons cenerally licensed under RH-402.a.

In addition to safisfying the requirements set forth in Part D, RH-404., an
application for a specific license to distribute-manufacture or initially
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transfer eertain-devices € -
containing radioactive material, excluding specml nuclear material, to
persons generally licensed under Part-D;-RH-402:b-RH-402.a. or

equivalent regulations of the NRC or an Agreement State will be issued

enly-approved if:

1. The applicant submits sufficient information relating to the design,
manufacture, prototype testing, quality control, labels, proposed
uses, installation, servicing, leak testingoperating and safety

RH-405. (Cont’d)

G 2 L
4. A. If a device co i ‘tive material is O be
transferred fon\ﬁsé%nde;ﬁe general license contained in
J1:402.a., each peféoﬁthat is licensed under RH-405.¢e.
sh ﬁ?’ vid e the infori; rmation specified in this paragraph to
each; erS\d‘nw Jlom a de' Ace is to be transferred. This
mformatlon m st?,be rowdgigbefore the device may be
_ aﬁﬁg‘% . "waeEiﬁﬁg- M 0 3 transfer through an
A " dizte; 'person the iriformation must also be provided

ediate]
h"ded user prior to 1n1tlal transfer to the

RH: 402.a., if paragraphs RH-402.c.2. through c.4.
or RH-402.¢.13. do not apply to the particular
device, those paragraphs may be omitted.

A copy of RH-402., RH-600., RH-1501., and
RH-1502.,

A list of the services that can only be performed by
a specific licensee;

iv. Information on acceptable disposal options
including estimated costs of disposal; and

V. An indication that the Department’s policy is to
seek high civil penalties for improper disposal.
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RH-405.e4. (Cont’d)

If radioactive material is to be transferred in a device for
use under an equivalent general license of an Agreement
State, each person that is licensed under RH-405.¢. shall
provide the information specified in this sub-subparagraph
to each person to whom a device is to be transferred. This
information must be provided before the device may be
transferred. In the case of a transfer through an
intermediate person, the mform jtion must also be provided
to the mtended user pnor t tlal transfer to the

regulations equi
RIE600., RH—1501., andRH 02 oracopy

*prospectlvé? g8 e;al licensee in lieu of the
A pre & overning agency’s regulations,
] g{lqﬁg accompamgw;,d by a note explaining that

; 1ce is regulated by the Agreement
\e* ﬂ‘; &8 f eminga%gency, the agency who has
sdiction wherethe device will be in use. If

agn paragraphs of the regulations do not apply to
ﬁartlcular device, those paragraphs may be

ist of the services that can only be performed by
a specific licensee;

Information on acceptable disposal options
including estimated costs of disposal; and

The name or title, address, and phone number of the
contact at the Department, NRC, or Agreement
State from which additional information may be
obtained.

f Use of Sealed Sources-inNon-medical Radiegraphyv-Licensing of the use

of sealed sources in industrial radiography.

A specific license for use of sealed sources in industrial radiography will
be issued only if:

224




-404.; and.

RH

?

The applicant satisfies the general requirements specified in Part

D

terial into products in

f radioactive ma

10N O

ing of the introduct
ati

cmpt concentr

cens

Li

ons.

X
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No person may introduce radioactive material into a product or material
knowing or having reason to believe that it will be transferred to persons
exempt under RH-301.a., or equivalent regulations of an Agreement State,
except in accordance with a license issued pursuant to 10 CFR 32.11

RH-405. (Cont’d)

transfer calibration:and
241, plutonium; or radil

—submits
mation regarding each type of calibration or
e pertinent to evaluation of the potential

Chemical and physical form and maximum quantitj)
of americium 241, plutonium, or radium-226 in the
2. source;

Details of construction and design;

Details of the method of incorporation and binding
of the americium-241, plutonium, or radium-226 in
the source;

iv. Procedures for and results of prototype testing of
sources, which are designed to contain more than
0.005 microcuries (185 Bq) of americium-241,
plutonium, or radium-226, to demonstrate that the
americium-241, plutonium, or radium-226
contained in each source will not be released or be
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removed from the source under normal conditions
of use;

V. Details of quality control procedures to be followed
in manufacture of the source;

Vi. Description of labeling to be affixed to the source
or the storage container for the source;

Vil ti } tion: including experimental

C. microcuries (185
“dgum-22 6.
D The Depari type of

Jf
source conta ,g;g 0. 005 mzcrocurtes ( 185 Bg) of
amemczum-241 ‘Dliitoit

':lyge tests for calibration or reference sources containing

Y ameriviim-241, plutonium, or radium-226.
R

n applicant for a license pursuant to RH-403.1. shall, for any type
f source which is designed to contain more than 0.005
microcuries (185 Bg) of americium-241, plutonium, or radium-
226, conduct prototype tests, in the order listed, on each of five
prototypes of such source, which contains more than 0.005
microcuries (185 Bg) of americium-241, plutonium, or radium-
226, as follows:

A. TInitial measurement. The quantity of radioactive material
deposited on the source shall be measured by direct
counting of the source.
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B. Dry wipe test. The entire radioactive surface of the source
shall be wiped with filter paper with the application of
moderate finger pressure. Removal of radioactive material
from the source shall be determined by measuring the
radioactivity on the filter paper or by direct measurement
of the radioactivity on the source following the dry wipe.

C. Wet wipe test. The entire radioactive surface of the source
shall be wiped with filter paper, mozstened with water, with
the application of moderate fin 'g?z’r ‘pressure. Removal of

radioactive material from the'source shall be determined

D. Water soak test::T) he source shall be tmmgqu in water at

3 A 2
Dry wipéitést.> On completion of the preceding test in this

| {=8ection, {h% Iry wipe test described in RH-405.i.2.B. shall

adzoacrzvzty in any test prescrzbed by this
section shall be cause for rejection of the source design.
Results of prototype tests submitted to the Department shall
{begiven in terms of radioactivity in microcuries and
percent of removal from the total amount of radioactive
material deposited on the source.

Labeling of devices.

Each person licensed under REH-405.i.. shall affix to each source,
or storage container for the source, a label which shall contain
sufficient information relative to safe use and storage of the source
and shall include the following statement or a substantially similar
statement which contains the information called for in the
Jollowing statement: v
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The receipt, possession, use and transfer of this source,

Model _, Serial No. __, are subject to a general license

and the regulations of the NRC or an Agreement State.
Do not remove this label.

CAUTION—-RADIOACTIVE MATERIAL
THIS SOURCE CONTAINS AMERICIUM-241
[PLUTONIUM OR RADIUM:226].
DO NOT TOUCH RADIOACTIVE PORTI JF THIS SOURCE.

transferring the source ta*'az;g ral licensee under RH-402.g. This
test shallg‘bea-pe;formed by’ ‘1513" g the entire radioactive surface of
the sourc&fg%ﬁzt]%‘ ter paper*W"‘hm the application of moderate

] ’ Tradzoacuw yon the paper shall be measured

finger pres. ug;ze 0
by uszng raﬁa';qgton de%e%ﬁﬁgzstmme%tanon capable of detectmg
U, r-:?zs

T S
3.

e/manufacture and distribution of radioactive material for
certai’rf‘ifr vitro ¢linical or laboratory testing under general license.

An apghcahon for a specific license to manufacture or distribute

. radiog ctlve matenal for use under the general license of RH-402.k. will be

1. The applicant satisfies the general requirements specified RH-404.;
and... L

3. Each prepackaged unit bears a durable, clearly visible label:
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A Identifying the radioactive contents as to chemical form
and radionuclide, and indicating that the amount of
radioactivity does not exceed 10 microcuries (370 kBg)} of
iodine-125, iodine-131, carbon-14, cobalt-57, or selenium-
75; 50 microcuries (1.85 MBg) of hydrogen-3 (tritium); 20
microcuries (740 kBg) of iron-59; or Mock lodine-125 in
units not exceeding 0.05 microcuries (.85 KBg) of iodine-
129 and 0.005 microcuries (185 Bq) of americium-241
each; and

on gymbol described in
;ﬁd" ds, “CAUTION,

RH-405. (Cont’d)

L

The applicant satisfies the general requirements specified in
RH-404.;

The applicant submits evidence that the applicant is at least -
one of the following:

i Registered erlicensed-with the U.S. Food and Drug
Administration (FDA) as a-drug-menufacturer-the
owner or operator of a drug establishment that
engages in the manufacture, preparation,
propagation, compounding, or processing of a drug
under 21 CFR 207.20(a);

ii. Registered or licensed with a state agency as a drug
manufacturer;
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it, Licensed as a pharmacy by a State Board of
Pharmacy;

iv. Operating as a nuclear pharmacy within a Federal
medical institution; or

V. A Positron Emission Tomography (PET) drug
production facility registered with a state agency.

C The applicant submits information‘on the radionuclide; the
chemical and physical form he
maximum activity per Vi ge, generator, or other
container of the b el adioactive drug; and
the shielding prog;sd_gg by the packagmg to show it is
appropriate for sa’fe*handhng and sto}ag _‘ g

A

[~y

label is affi edgtp each transport radiation shield,
- s

IS constr cted of lead, glass, plastlc or

or
‘DANGER, RADIOACTIVE MATERIAL”;

the name of the radiophasmaceutical radioactive
drug or its abbreviation; and the quantity of

radloactlwty ata speclﬁed date and time. For

radioactive drugs with a half
life greater than 100 (one hundred) days, the time
may be omifted.

A label is afﬁxed to each syringe, vial, or other
container used to hold a radiopharmaceutical

radioactive drug to be transferred for commercial
distribution. The label must include the radiation
symbol and the words

“CAUTION, RADIOACTIVE MATERIAL”
or
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“DANGER, RADIOACTIVE MATERIAL”

‘and an identifier that ensures that the syringe, vial,
or other container can be correlated with the
information on the transport radiation shield label.

2. A licensee described by RH-405.1.1.B.iii. or RH-405.1.1.B.iv. of
this-Sectien-this paragraph L.

A. May prepare

that the
by either an authonzed, han
RH-405 1.2.D. ofthls Seetaeﬂ-paragraph
der the superwsrog\of an authorized

nuclear pharma St as spemﬁed in PJ=I—4@4—B—8——RH 8306.

isindividual is designated as an authorized
nuclear pharmacist in accordance with RH-
405.1.2.D. of this paragraph 1.

actions authorized in RH-405.1.2.A. and RH-405.1.2.B.
of this paragraph . are permitted in spite of more restrictive
language in license conditions.

May designate a pharmacist (as defined in RH-200-RH-
8100.) as an authorized nuclear pharmacist if the-individual

i The individual was a nuclear pharmacist preparing
only radioactive drugs containing accelerator-
produced radioactive material, and

2-32




ii. The individual practiced at a pharmacy at a
Government agency or Federally recognized Indian
Tribe before November 30, 2007 or at all other
pharmacies before August 8, 2009, or an earlier
date as noticed by the U.S. Nuclear Regulatory
Commission.

DE. Shall prov1de o the Department—a-eepy-e-f-eaeh

) _ithe U.S. Nuclear Regulatory
ehartment, or an Agreement

“Nuclear Regulatory Commission master
materials licensee permit, or

The permit issued by a licensee or U.S. Nuclear
Regulatory Commission master materials permittee
of broad scope or the authorization from a
commercial nuclear pharmacy authorized to list its
own authorized nuclear pharmacist, or

V. Documentation that only accelerator-produced
radioactive materials were used in the practice of
nuclear pharmacy at a Government agency or
Federally recognized Indian Tribe before
November 30, 2007 or at all other locations of use
before August 8, 2009, or an earlier date as noticed
by the U.S. Nuclear Regulatory Commission; and
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Vi, A copy of the State pharmacy licensure or
registration, no later than 30 days after the date
that the licensee allows, under RH-405.1.2.B.i, and
RH-405.1.2.B.iii., the individual to work as an
authorized nuclear pharmacist.

RH-405.1. (Cont’d)

3. A hcensee shall possess and use mstrumenta‘uon to measure the

t'for accuracy, linearity, and
appropriate for the use of the
ustments when necessary; and

od and Drug Administration, other Federal
governing radioactive drugs.

materfal for medlcal use.

1 application for a specific license to manufacture and distribute
ources and devices containing radioactive material to persons
icensed pursuantto-RH-402—under Section 9, “Use of
Radionuclides in the Healing Arts,” for use as a calibration,
transmission, or reference source or for the uses listed in RH-
8600., RH-8620., and RH-8630., and RH-8670. will be approved
ift

A. The applicant satisfies the general requirements in RH-
404.;...
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RH-405. (Cont’d)

o. Radioactive drug: manufacture, preparation, or transfer for commercial
distribution of capsules containing carbon-14 urea for “in vivo”
diagnostic use for humans to persons exempt from licensing:

Requirements for a license.

1. An application for a specific license to manufacture, prepare, produce,
package, rep ackage, or transfer for commermal distribution capsules

p- i
distribution of capsules contammg carb‘gn 147 ureq« for “in vivo”
dza,qnost:c use for humans to persdiis.exempt froni?;lwensmg' Conditions
FE K
Each license issued under¢R 405.0. is su@%gct to the foll
conditions:. .. k
q. l
1L A general licer ereby i Iito, any person to acquire,

receive, posS% ! ¢
2. throggh 4., radium-226 contained in the
nufactured-prior to November 30, 2007.

nnqmnes iginally intended for use by the general
. ubl}c For 'th& purposes of this sub-subparagraph,
antig an products originally intended for use by the
general pi lic and distributed in the late 19th and early
20th centuries, such as radium emanator jars, revigators,
radium water jars, radon generators, refrigerator cards,
i gyium bath salts, and healing pads.

Intact timepieces containing greater than one (1)
microcurie (0.037 MBq), nonintact timepieces, and
timepiece hands and dials no longer installed in timepieces.

Luminous items installed in air, marine, or land vehicles. |

D. All other luminous products, provided that no more than
100 items are used or stored at the same location at any
one time.

E. Small radium sources containing no more than one (1)
microcurie (0.037 MBgq) of radium-226. For the purposes
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RH-405.q. (Cont’d)

of this sub-subparagraph, ‘ ‘small radium sources’’ means
discrete survey instrument check sources, sources
contained in radiation measuring instruments, sources used
in educational demonstrations (such as cloud chambers
and spinthariscopes), electron tubes, lightning rods,
ionization sources, static eliminators, or as designated by
the Nuclear Regulatory Commission.

Persons who acquire, receive, possess, use, or transfer byproduct
5 "Ldr‘z'n RH-405.q.1. are
(mcludmg RH-1502.e.
that the receipt, possession,

Arkansas Départment of Health

Radiation Control Section
‘. Attention: Radioactive Materials Program
815 West Markham Street, Slot #30
Little Rock, Arkansas 72205

Not abandon products containing radium-226. The
product, and any radioactive material from the product,
may only be disposed of according to RH-1408. or by
transfer to a person authorized by a specific license to
receive the radium- 226 in the product or as otherwise
approved by the Nuclear Regulatory Commission or an
Agreement State.

C. Not export products containing radium-226 except in
accordance with 10 CFR Part 110.
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D. Dispose of products containing radium-226 at a disposal
facility authorized to dispose of radioactive material in
accordance with any Federal or State solid or hazardous
waste law, including the Solid Waste Disposal Act, as
authorized under the Energy Policy Act of 2003, by transfer
to a person authorized to receive radium-226 by a specific
license issued under Section 2, or equivalent regulations of
the Nuclear Regulatory Commission or an Agreement
State, or as otherwise approved by.the Nuclear Regulatory
Commission or an Agreemen

RH-405.q.3. (Cont’d)

specified m“f e_ 'equest Iy the geneml lzcenSf &cannot

provide the mq%I ested z_gf_ 1

it shall, within s,gm meitime period, request a longer
period 0 supply th .ormat:on by providing the Radiation
C O@ectlon Chzqf%g;,h:s deszgnee by an apprOprzate
met d liste; :

**f" b
. W ‘é ‘x
c’“éiﬁs“egiﬁ

E"ach general licensee that is required to register by RH-402.c.13.
d 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 Tltle 11 (Bankruptcy)
of the United States Code by or agamst

A. The licensee;
B. An entity (as that term is defined in 11 U.S.C. 101(3415))

controlling the licensee or listing the license or licensee as
property of the estate; or

2-37




RH-409. (Cont’d)

k.

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

Each portable gauge licensee shall use a minimum of two (2} independent
physical controls that form tangible barriers to secure portable gauges
Jrom unauthorized removal whenever portable gaug

armaceuticals from
bidium-82 from
strontium-82/rubidium-82 generators he generator eluates for

molybdenum-99 breakthrough or stro?

rugs for noncommercial transfer

il
e.gs-ﬁ in its consortium does not relieve the

eling requirements in RH-405.1.1.D. for each
PET radioactive drug transport radiation shield and each
syringe, vial, or other container used to hold a PET
adioactive drug intended for noncommercial distribution
o members of its consortium.

Possess and use instrumentation to measure the
radioactivity of the PET radioactive drugs intended for
noncommercial distribution to members of its consortium
and meet the procedural, radioactivity measurement,
instrument test, instrument check, and instrument
adjustment requirements in RH-405.1.3.

C. A licensee that is a pharmacy authorized under RH-403 .
to produce PET radioactive drugs for noncommercial
transfer to medical use licensees in its consortium shall
require that any individual that prepares PET radioactive
drugs shall be:
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RH-750.

i An authorized nuclear pharmacist that meets the
requirements in RH-405.1.2.B., or

ii. An individual under the supervision of an
authorized nuclear pharmacist as specified in RH-
8306.

A phannacy, authorized under 4 03j. to produce PET

iiat allows an individual to
harmacist, shall meet the.

ny calendar year witheut
tha Pes provided that:

The licensing document does not limit the activity
authorized by such document to specified installations or
locations;

The out-of-state licensee notifies the Department in writing
at lcast twe-{2)-three (3) days prior to engaging in such
activity. Such notification shall indicate the exact location,
period, and type of proposed possession and use within this
State, and shall be accompanied by a copy of the pertinent
licensing document. If, for a specific case, the fwe-(Z}
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three (3) day period would impose an undue hardship on
the out-of-state licensee, he-the licensee may, upon
application to the Department, obtain permission to proceed
sooner;

C. The out-of-state licensee complies with all applicable
regulations of the Department and with all the terms and
conditions of his-the licensing document, except any such
terms and conditions which may. be inconsistent with

applicable regulations of the{D artment; and

of-state licensee
as the Departmen

RH-750.a.1. (Cont’d)

Notwithstanding the provisions of Raragraph-a-of this-SectionRH-
750-RH-750.a.1., any person who holds a specific license e

equivalent licensing-document-issued by the U-S-Nuelear
Regulatory Commission-NRC or an Agreement State authorizing
the holder to manufacture, transfer, install, or service a device
described in RH-402b1-RH-401., RH-402.a., and RH-402.h.
within areas subject to the jurisdiction of the licensing body is
hereby granted a general license to install, transfer, demonstrate,
and-or service such a device in this State provided that:
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A Such person shall file 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. Each such
report shall identify each general licensee to whom such
device is transferred by name and address, the type of
device transferred, and the quantity and type of radioactive
material contained in the device;

B. The device has been manufactured ,labeled installed, and
serviced in accordance w1th a able provisions of the
specific license : i
such person by the

NRC or an Agreement
C.
Vvice under regulations o $@%£uﬂmnty
‘;g?f the device bearm statement
s prohibited"; and®
D. license er—eqm!.zal-eﬁt—heeﬁ&mg

Q @?‘%}ce or on whose premises he
,w%h device-a copy of the general
40 >—RH-402.a. or in equivalent
of he agency*having jurisdiction over the

a and distribution of the device.

Y
; gpemﬁc license or equlvalent hcensmg document issued by
thés the NRC or an Agreement State, or any produet

1. Subject to these regulations and Section 7 of these regulations, any
person who holds a specific license from a Licensing State, and
issued by the agency having jurisdiction where the licensee
maintains an office for directing the licensed activity and at which
radiation safety records are normally maintained, is hereby
granted a general license to conduct the activities authorized in
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such licensing document within this State for a period not in excess
of 180 days in any calendar year provided that:

4. The licensing document does not limit the activity
authorized by such document to specified installations or
locations;

B. The out-of-state licensee notifies the Department in writing

at least three (3) days prior to engaging in such activity.

Such notification shall mdzca &exact location, period,

and type of proposed posse.s' and use within this State,
d 13¢ copy of the pertinent

‘ -mphes with all applzcable
.fj?tment and with all the terms and

RH-750.b.1. (Cont:

radioactivematerial possessed or used under the general
license provided in RH-750.b.1. except by transfer to a
s persSon:

Specifically licensed by the Department or by
another Licensing State to receive such material, or

Exempt from the requirements for a license for such
material under these Regulations.

2, Notwithstanding the provisions of RH-750.b. 1., any person who
holds a specific license issued by a Licensing State authorizing the
holder to manufacture, transfer, install, or service a device
described in RH-401., RH-402.a., and RH-402.h. within areas
subject to the jurisdiction of the licensing body is hereby granted a
general license to install, transfer, demonstrate, or service such a
device in this State provided that:
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A. Such person shall file 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. Each such
report shall identify each general licensee to whom such
device is transferred by name and address, the type of
device transferred, and the quantity and type of radioactive
material contained in the device;

which licensed.n anufacture of the devzce,?bear a statement
that 'ﬂRemO%*

gg%’eral lzcensee to w&ﬁm the licensee transfers such device
a wHose premzse.s' thé‘*lgcensee installs such device a

copy‘%f Theg general license égﬂtamed in RH-402.a. or in

equzv&ﬂent regﬂlc?? ns of tﬁgagency having jurisdiction

Trid dxsgtbutzon of the device.

-‘-v- ERE

¥y

Th prarmgent mayg ithdraw, limit, or qualify its acceptance of
pébzﬁc. / e.oF equzvalent lzcensmg document issued by a

:saféty Jg;u»‘open‘y

ition of Asreement State Licenses.

Before radioactive materials can be used at a temporary job site
within the State at any Federal facility, the jurisdictional status of
the job site shall be determined. If the jurisdictional status is
unknown, the Federal agency should be contacted to determine if
the job site is under exclusive Federal jurisdiction.
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State, either by fili

license.

In areas of exclusive Federal jurisdiction, the general
license is subject to all the applicable rules, regulations,
orders and fees of the NRC, and

Authorizations for use of radioactive materials at job sites
under exclusive Federal jurisdiction shall be obtained from
the NRC by either:

i Filing a NRC Form-241
150.20(0); or

ccordance with 10 CFR

g

iL

ﬁfo .

for reciprocitjgggr applying
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RH-900. Schedule A to Section 2. Deleted. See RH-402.1. and RH-402.m.

R
R

‘may bear

g.-mi',.
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SECTION 3.
STANDARDS FOR PROTECTION AGAINST RADIATION

(FOOTNOTES APPEAR AT THE END OF THIS SECTION)

PART A.
GENERAL

RHE-1002. Purpose and Scope.

a. FheseRegulations-This Section
ionizing radiation hazards-

RH-1003.

Arkansas Department of Héalth
Radiation C. 0,1 Section C]:uef

X

¥D roduct material -

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

2. The tailings or wastes produced by the extraction or concentration
of uranium or thorium from ore processed primarily for its source
material content, including discrete surface wastes resulting from
uranium solution extraction processes. Underground ore bodies
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depleted by these solution extraction operations do not constitute
“byproduct material” within this definition;

3. 4. Any discrete source of radium-226 that is produced,
extracted, or converted after exiraction, before, on, or
after August 8, 2005, for use for a commercial, medical, or
research activity; or

B Any material that:

i Has been made radipictive by use of a particle

4.

¥ Regula IrY,
Gtor of tiié 2

Before, on, or after August 8, 2005, is extracted or
converted after extraction for use in a commercial,

ah.  Discrete source — A radionuclide that has been processed so that its
concentration within a material has been purposely increased for use for
commercial, medical, or research activities.

bo.  Member of the public - Any individual except when that individual is
receiving an occupational dose er-unresiricted-ares.
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RH-1100. (Cont’d)

bs. Nationally tracked source - A sealed source containing a quantity equal to
or greater than Category 1 or Category 2 levels of any radioactive
material listed in Appendix D of this Section. In this context a sealed
source is defined as radioactive material that is sealed in a capsule or
closely bonded, in a solid form and which is not exempt from regulatory
control. It does not mean material encapsulated solely for disposal, or
nuclear material contained in any fuel assemblyssubassembly, fuel rod, or
fuel pellet. Category 1 nationally tracked so 5 are those containing
radioactive material at a quantity equal 1 reater than the Category 1
threshold. Category 2 nationally tracked:s s are those containing
radioactive material at a quantity equc:if 16 or greater than the Category 2
threshold but less than the Categor;y ] threshold i

A

bw.  Particle accelerator - Any mi ; s
e arged particles in a vacuu

protons, deuterons, or othér ol 28
discharging the resultant pithculate oriother radiation into o medium at
energies usually in excess of I'migadléciron volt. For purposes of this

definition, *‘accglerator’’ i '

rposes of this definition, low-level radioactive
,crzve wasta, not classified as high-level radioactive

5 em‘ nuclear fuel, or byproduct material as
and 4. of the definition of byproduct material

RH-1200. Occupan.c nal Dose Limits for Adults.

a. The licensee or registrant shall control the occupational dose to individual
adults, except for planned special exposures under RH-1205, to the
following dose limits.

L. An annual limit, which is the more limiting of:




A.  The total effective dose equivalent being equal to 5 rems
' (0.05 Sv), or

B. The sum of the deep-dose equivalent and the committed
dose equivalent to any individual organ or tissue other than
the lens of the eye being equal to 50 rems (0.5 Sv).

2, The annual limits to the lens of the eye, to the skin of the whole

body, and to the skin of the extremities 3 qh_lch are:
-

b. hes ‘doses received
ey and planneQ speclal exposim.?‘\f* must be
subtracted from the limits for; ﬁagne d sfiec i'ial exposures that the individual
may receive during the current 3@%(&” *RH-1205.e.1.) and during the
individual’s lifetifite (See RH- 120%&3{%}.
C. \;% measurement with an

_. jﬁ—dose equivalent must be
g.dose eq ""éent ‘unless the effective dose
"?’Hommettyﬁnethod approved by the

lens—dose eq alent, and shallow- dose eqmvalent may be
ym surveys or other radiation measurements for the purpose of
compliance with the occup ational dose limits, if the
oni?@rmg device was not in the region of highest potential

or the results of individual monitoring are unavailable.

ir concentration (DAC) and annual limit on intake (ALI) values
ented in Table I of Appendix G to Section 3 and may be used to
Stmine the individual’s dose (See RH-1500.£) and to demonstrate
compliance with the occupational dose limits.

e. Tn addition to the annual dose limits, the licensee shall limit the soluble
Uranium intake by an individual to 10 milligrams in a week in
consideration of chemical toxicity. (See footnote ¢ of Appendix G to
Section 3.)
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£ The licensee shall reduce the dose that an individual may be allowed to
receive in the current year by the amount of occupational dose received
while employed by any other person (see RH-1500.d.5.).

RH-1207. Dose Fquivalent to an Embryo/Fetus.

a. The licensee or registrant shall ensure that the dose equivalent to the
embryo/fetus during the entire pregnancy, due {o:occupational exposure of
a declared pregnant woman, does not exceed rem (5 mSv). (For
recordkeeping requirements, see RH-1500:£.

e
RH-1302. Conditions Requiring Individual Mérnitoring ofiExternal and Internal®

Occupational Dose.

iilts likely toreceive, in one (1) year from sources external to
“the.body, a dose in excess of ten (10%) percent of the limits in

likely to receive, in one (1)
ear, from sources external to the body, a dese-deep dose
quivalent in excess of 9

himits-in RH-1206—0r RH1207-0.1 rem (1 mSv), a lens dose
equivalent in excess of 0.15 rem (1.5 mSv), or a shallow dose

equivalent to the skin or to the extremities in excess of 0.5 rem (5
mSy); and

3. Declared pregnant women likely to receive during the entire .
pregnancy, from radiation sources external to the body, a deep
dose equivalent in excess of 0.1 rem (1 mSv); and



NOTE: All of the occupational doses in RH-1200. continue to be
applicable to the declared pregnant worker as long as the
embryo/fetus dose limit is not exceeded.

4. Individuals entering a high or very high radiation area.
5 Individuals working with medical fluoroscopic equipment.

A. An individual monitoring device used for the dose to an

equivalent shall b
unshielded locaﬁon closer to the eye, out,s de the protective

lose equivalent for external
% at the neck (collar) outside the
cond individual monitoring
me purpose, it shall be located
i‘ar the war.st The second

‘ _,[ely to receive, in one (1) year, an intake in excess of ten
percent of the applicable ALI(s) in Table I, Columns 1 and
; of Appendix G to Section 3; and

inors and-declared-pregaant-womenlikely to receive, in one (1)

year, a committed effective dose equivalent in excess of 0:85-0.1

rem (8-5-mSw(1 mSv).

3. Declared pregnant women likely to receive, during the entire
pregnancy, a committed dose equivalent in excess of 0.1 rem (1

mSv).




als. ...

Caution Signs, Labels, and Si

RH-1303.




RH-13 09. Labeling Containers.

a.

The licensee shall ensure that each co
durable, clearly visible label bearing’

licensed material bears a
mbol and the words:

CAUTION |

formation (such as the
e quantity of radioactivity, the
adiation levels, kinds of

s holding licensed material in quantities less than the quantities
ppendix H entitled “Quantities of Licensed or Registered
al Requiring Labeling”; or

Containers holding licensed material in concentrations less than those
specified in Table 3 of Appendix G entitled "ALIs and DACs of
Radionuclides for Occupational Exposure; Effluent Concentrations;
Concentrations for Release to Sewerage.”

Containers attended by an individual who takes the precautions necessary
to prevent the exposure of individuals in excess of the limits established by

this Section; or
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d. Containers when they are in transport and packaged and labeled in
accordance with the regulations of the Department of Transportation. 4

e. Containers that are accessible only to individuals authorized to handle or
use them, or to work in the vicinity of the containers, if the contents are
identified to these individuals by a readily available written record
(examples of containers of this type are containers in locations such as
water-filled canals, storage vaults, or hot cells).s:The record must be
retained as long as the containers are in use forthe purpose indicated on
the record; or

chensmg of Production and Ulilizati
(Licenses, Certi f cations, and Appro Is for Nuclear Power Plants),
Mf”“ e wzthm an area posted

Subjeét.fo plant procedures to ensure they are appropriately
- labeled:as specified in RH-1309. before being removed from the

RH-1311.

Each licénsee or registrant shall ensure that individuals who are required to
monitor occupational doses in accordance with RH-13 02 a. wear individual
monitoring devices as follows:

a. An individual monitoring device used for monitoring the dose to the whole
body shall be worn at the unshielded location of the whole body likely to
receive the highest exposure. When a protective apron is worn, the




location of the individual monitoring device is typically at the neck
(collar);

b. An individual monitoring device used for monitoring the dose to an
embryoffetus of a declared pregnant woman, pursuant to RH- 1207.a.,
shall be located at the waist under any protective apron being worn by the

woman,

C An mdzvzdual monitoring device used for momtonng the lens dose
00.a.2.A., shall be

RH-1400.

ay in sto;

pio

ge; or
in effluents within the limits in RH-1210.; or

guthorized under RH-1401., RH—1402 RH- 1403.,RH 1404
1405., or RH-1408.

e. . A person must be specifically llcensed to receive waste containing
hcensed material from other persons for:

1. Treatment prior to disposal;

2. Treatment or disposal by incineration; or
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3. Decay in storage.

RH-1406. Transfer for Disposal and Manifests.

a. The requirements of this Seetien-section and AppendixF-and-Appendix G
to 10 CFR Part 20 are designed to:

1. Control transfers of low-level radioactive waste (LLW) by any
waste generator, waste collector, or waste,processor licensee, as
defined in Section 2 of these Regulations;who ships low-level
waste either directly, or indirectly through a waste collector or
waste processor, to a hcenscd I % leve\' wasteland disposal facility

%w‘

Radloactlve Waste Mamfest andﬂtransfer th1§_;ecorded manifest
xaccordance with Appendix G to

Hef nition of byproduct material set forth in RH-1100. mtended
ate disposal at a land disposal facility licensed under RH-407.
ist document the information required on the NRC’s Uniform Low-
evel Radioactive Waste Manifest and transfer this recorded manifest
information to the intended consignee in accordance with Appendix G fo
10 CFR Part 20. :
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RH-1408.

RH-1501.

RH-1502.

Disposal of RH-1100.q. 3. and 4. Byproduct Material.

a.

Licensed material as defined in paragraphs 3. and 4. of the definition of
byproduct material set forth in RH-1100. may be disposed of in
accordance with RF-407. of this chapter, even though it is not defined as
low level radioactive waste. Therefore, any licensed byproduct material
being disposed of at a facility, or transferred for ultimate disposal at a
Sacility licensed under RH-407., must meet the requirements of RH-1406.

4 licensee may dispose of byproduct materi
and 4. of the definition of byproduct mater,
disposal facility authorized to dzspose‘q, aterial in accordance with
any Federal or State solid or hazardous ‘waste Tiw, including the Solid
Waste Disposal Act, as authorize under the Ene%gy@olzcy Act of 2005.

as-defined in paragraphs 3.
t forth in RA-1100., at a

All licensees or registrants shall make reports to the
Arkansas Department of Health-and-Human-Services,
DivisieaofHealth; Radiation Control Section Chief, 2-O-
Box 1437 Mail Slot H-30,4815 West Markham Street,
Mail Slor # 30, Little Rock, Arkansas 72203-1437-72205-
3867. ...

Notification of Incidents.

a.

Immediate notification.
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RH-1502. (Cont’d)

RH-1504.

g.

 Twenty-four hour notification.

Each licensee or registrant shall immediately notify the Arkansas
Department of Health-snd Humsan-Services; Division-of Health, Radiation
Control Section Chief, 4815 West Markham Street, Mail Slot # 30, Little
Rock, Arkansas 72203-1437,-72205-3867, by telephone and confirming
letter of any incident involving any source of radiation possessed by the
licensee or registrant and which may have caused or threatens to cause: ...

Arkansas Department of Health
Radiation Control Section Chief, P
West Markham Street, Mail Slot %
72205-3867, by telephone and: confirmmg letter of 3@11101dent involving
any source of radiation possessed by the hcensee or reglstrant and which

*Control Section Chief, ILQ—B»&»(—I-%M&H—S}G{—H—}Q—4815 West
Markham Street, Mail Slot # 30, Little Rock, Arkansas 72203-143-7

72205-3867. ...

Reports of Exposures, Radiation Levels, and Concentrations of Radioactive
Material Exceeding the Limits.

a.

Reportable events.
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In addition to the notification required by RH-1502., each licensee or
registrant shall submit a written report within 30 days after learning of any
of the following occurrences: ...

b. Contents of reports.

1. Each report required by RH-1504.a. of this section must describe
the extent of exposure of individuals to radiation and radioactive
material, including, as appropriate: .

- N
RH-1505. Notificat; 'ns;an ‘Reg

§'

& or registrant shall also prov1de a—eepy—ef-the—repeﬁ—sabm&&ed—te

sartnent-to-the dual-the individual a report on his or her
exposure data mcluded in the report to the Department. The report must
be transmitted-at-a-tizme no later than the transmittal to the Department.

RH-1509.  Reports of Individual Monitoring.

a. This section applies to each person licensed by the Department to:
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RH-1513.

C.

1. Possess or use radioactive material for purposes of radiography
pursuant to Part I of Section 3; or

2. Possess or use at any time, for processing or manufacturing for
distribution pursuant to Section 2 of these Regulations, radioactive
material in quantities exceeding any one of the following
quantities: ...

:shall complete an annual

ed out by the licensee
‘equired by RH-1302.
itional data for individuals

Each licensee in a category listed in RH-1509.a
report of the results of individual momtormg ¢

ted, to the Arkansas Department
, Radiation Control
8] 5 West Markham

“The name, address, and license number of the reporting licensee;

The name of the individual preparing the report;

3. The manufacturer, model, and serial number of the source;
4. The radioactive material in the source;
3. The initial source strength in becquerels (curies) at the time of

manufacture; and
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6. The manufacture date of the source.

person shall complete and submit a National Source Tracking

b. Each licensee that transfers a nationally tracked source to another
Transaction Report. The report must include the following information:

L The name, address, and license number of the reporting licensee;

RH-1513.b. (Cont’d

al

e
ﬁ}:.n;,i
&

ed sources transferred as waste under a
;form Low-Level Radzoactzve Waste Man;fe.s't the waste

‘;nsee that receives a nationally tracked source shall complete
nit a National Source Tracking Transaction Report. The

The name, address, and license number of the reporting

licensee;
2, The name of the individual preparing the report; I
3 The name, address, and license number of the person that

provided the source;
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RH-1513.d. (Cont’d

1.-

The manufacturer, model, and serial number of the source or,
if not available, other information to uniquely identify the source;

The radioactive material in the source;
The initial or current source strength in becquerels (curies);

The date for which the source strength is reported;

The date of receipt; and

For material received under a ‘Low-Level Raa'ioactive

Pt

Waste Mamﬁast the waste mamf

initial or current source strength in becquerels (curies);
: Jfor which the source strength is reported;

The disassemble date of the source.

icensee who disposes of a nationally tracked source shall
plete and submit a National Source Tracking Transaction Report.
The report must include the following information:

The name, address, and license number of the reporting
licensee;

The name of the individual preparing the report;

The waste manifest number;
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4. The container identification with the nationally tracked
source.

5. The date of disposal; and
0. The method of disposal.

f The reports discussed in RH-1513.a. through RH-1513.e. must be
submitted by the close of the next business day after the transaction.
A single report may be submitted for multipl, vees and transactions.
The reports must be submitted to the Nati ource Tracking System
by using: ‘ :

L

2, Electronically usin

RH-1513. (Cont’d)

error in previously filed reports or file a
saction within five (5) business days of the
missed transaction. Such errors may be detected
Rl

of methods siich as administrative reviews or by physical
equired by regulation. In addition, each licensee shall
entory of nationally tracked sources possessed by the

ée agat. at licensee’s data in the National Source Tracking

The reconciliation must be conducted during the month of

in each year. The reconciliation process must include resolving
epancies between the National Source Tracking System and the
nventory by filing the reports identified by RH-1513.a. through
513.e. By January 31 of each year, each licensee must submit to the
National Source Tracking System confirmation that the data in the
National Source Tracking System is correct.

h. Each licensee that possesses Category I nationally tracked sources
shall report its initial inventory of Category 1 nationally tracked
sources to the National Source Tracking System by January 31, 2009.
Each licensee that possesses Category 2 nationally tracked sources
shall report its initial inventory of Category 2 nationally tracked
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sources to the National Source Tracking System by January 31, 2009.
The information may be submitted by using any of the methods
identified by paragraph f.1. through f.4. of this section. The initial
inventory report must include the following information:

1. The name, address, and license number of the reporting licensee; *

2. The name of the individual preparing the report;

nber of each nationally
information to uniquely
identify the source;

4. The radioactive material i

- and

Mammoerapliv:Systems.

Deﬁnj_tiOns. e

Certlﬁcate-meﬂﬁs The ceruﬁcate descnbed in 2—1—GFR—Paft—900

the “Mammography Quahty Standards Act,” SubchapterI to thle
21 of the Code of Federal Regulations, paragraph (a) of Section
900.11.

22.  Interpreting physician sseans - A licensed physician who interprets
mammograms and who meets the requlrements set forth in Q—I—GER

l




90012(aythe “Mammography Quality Standards Act,”
Subchapter I to Title 21 of the Code of Federal Regulations,

paragraph (a)(1) of Section 900.12.

25.  Lead interpreting physician-smeans - The interpreting physician
assigned the general responsibility for ensuring that a facility’s
quality assurance program meets all of the reqmrements m 21 CFR

29.  Mammography ggulgméﬁg evaluatlon-means An onsite
raphy unit or image processor perfoxmance

3 hE

forth in t e*: ‘?M s mography B llgy Standards Act ? apterI
: ‘ ‘~=of FederaLRegulaaons paragraphs (b) and

o ? B

33 ‘fﬁ“*ﬁ’M’eﬂféal phXSIgIS Hod A person | trained in evaluating the

: nmography equipment and facility quality

d Who meets the quahﬁcatlons for a medical

i

All facilities performing screening or diagnostic mammography
shall be accredited every three (3) years by the Arkansas
Department of Health or the American College of Radiology.
Such accreditation shall be in accordance with the Food and Drug

Adrmmstratlon (F DA) M&ﬂafﬂﬁgﬁ%ph{;‘—Qﬂ&htﬁLsmdﬂde%l—Gm

2] CFR Part 16 and the ‘Mammography Qualzty Standards Act
Subchapter I to Chapter I of 21 CFR.
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2. No mammography shall be performed in an unaccredited facility
after January 1, 1990. The owners of any unaccredited facility
where in mammography is performed after January 1, 1990 shall
be subject to a civil penalty imposed by the Arkansas Department

of Health and Human-Services-in an amount not to exceed one
hundred dollars ($100) for each day the facility operates without

accreditation by the Department.

c. Quality standards.

1. Personnel.

Ihall meet the minimum
art 900.12(a)(1) of the Food and

reqﬁirmﬂnents of 21 CFR Part 900.12.(2)(2) of the

id Drug Admlmstratlon s Quality

“Mammography Quality Standards Act.”

Licensed by the State of Arkansas as a Registered
Radiologic Technologist.

RH-1610.c.1.

Mammography imaging medical physicist.

i Mammography imaging medical physicists shall
meet the minimmum requirements of 21 CFR Part

900.12.(a)(3) of the Quality Mammegraphy
Standards-Final Rule-Food and Drug

Administration’s “Mammography Quality
Standards Act.”
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ii. All mammography imaging medical physicists must
be registered with the State as a vendor as required
by RH-34. ...

RH-1610.c. (Cont’d)

4. Equipment.

The equipment used to perform mammography should be
specifically designed for mammogra d must meet the
following standards:

A.

e
1"’*%5‘43&"
aré: égo 12(b). &,

d’lgnplstratxon (FDA) Standards,
‘ 7‘?‘5Radlolo ical Health.”

All variable parameters of the equipment must be evaluated
and adjusted as needed to comply with ﬂ;e—Feed—-aad—Dmg

CFR Part 900 12(6)(1 0) of the FDA s “Mammography
Quality Standards Act.” This includes but is not limited to
the following: ...

uality assurance.

Each facility must establish and maintain a quality assurance
program that meets the requuements of 21 CFR Part 900. 12(d) of

Staﬂd-afds-—Fmaél—Pcule-FDA s “Mammograpky Qualzty St‘andards
Act”

A, Responsibilities for the lead interpreting physician.

3-22




-RH-1610.c.6.B. (Cont’d)

The lead interpreting physician has the following
responsibility:

1 Ensuring that the facility’s quality assurance
program meets all the requirements of 21 CFR Part

900. 12(d) Feed—&nd—Bmg—Aémm&str&&en—GFBA}
> -0 fthe

QualigJ Standards Act.”

Submit a written report describing the results of the

survcy as reqmred by ﬂae—Feed—aﬁd—-Dmg

F—m&l—Rule-Zl CFR Part 900 12(e)(9)(111) of the
FDA'’s “Mammography Quality Standards Act.” ...

uality assurance,

The facility must ensure the quality of mammography by
maintaining a quality assurance pro gram’ that meets the
reqmrements

RO found in 21
CFR Part 900 12(e) of the FDA s ‘Mammography Quality
Standards Act” and verifying that the action limits
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RH-1610.c.6.D. (Cont’d)

described in Part 900.12(¢) have been met. These tests and
their frequencies are as follows: ...

iX.

Fmal—Ru&e—Zl CFR Part 900 12(f) of the FDA
“Mammography Quality Standards Act.”

-l-ﬂal—Kulégﬁ CFR Part 900. 12(6:)(8) oftke FDA
‘M, mmog'?‘; ?&hy Quality Standards Act.” The responsible

iBach facility must establish and maintain a medical
outcomes andit program to follow-up positive
mammographic assessments and to correlate pathology
results to the interpreting physician’s findings. This

program must comply Wlth %he—Feed—aﬁd—Dfug

Infection control.

Facilities shall establish and comply with a system
specifying procedures to be | followed by the facility
for cleaning and disinfec & ¢ mammography
equipment after cont leth blood or other
potentially mfect;lo S'ha erlaIs This system shall
specify the metHods for ocgglentmg facility

xsf

compliance; ith the mfectlon control procedures
estabhsh"“ d shall comply W;,thagle requirements

nAY.

e limited to the lead interpreting physician,

%%%%h%mlst and the quality control technologist.

Medical outcomes audit.

o)
BE]

Procedures and techniques for mammography of patients _

with breast implants.

Each facility must have procedures, which specify
techniques, and procedures for imaging patients with breast
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nnpla.nts These procedures must comply with the-Heed

S%&néafds—Fm&I—P:&le-Zl CFR Part 900 12(g) of the FDA
“Mammography Quality Standards Act.”

RH-1610.c.6. (Cont’d)

H. Consumer complaint mechanism.

]

Each facility must have a consumer complaint mechanism.

W Qualzty Stan ;rdsAct ” The lead interpreting
S echnologlst 3 "“d*-n}

: ‘i fg’é’prdb}emsmdetected by analy31s of that
i the eﬁ'ectweness of the corrective actlons),

RADIATION SAFETY REQUIREMENTS
FOR INDUSTRIAL RADIOGRAPHIC OPERATIONS

RH-1800. General Provisions. ..,

Definitions. A
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RH-1801.

Equipment Control.

a.

Performance requirements for radiography equipment.

Equipment used in industrial radiographic operations must meet the
following minimum criteria:

1. Each radiographic exposure device, source assembly or sealed
source, and all associated equipment must.meet the requirements
specified in American National Standdrds'Institute N432-1980,
“Radiological Safety for the Demgn, nd Construction of Apparatus

for Gamma Radlography, (pub it hed%h‘ NBS Handbook 136,

:-‘

on may be purchased &m%h ough the
dards Instl@te, Inc. Custo‘mgr Service,
¢ 4379 é"“et 4"’ Floor, ﬁfw York,

e licensee or registrant shall keep sufficient calibrated and
“operable radiation survey instruments at each location where
radioactive material or industrial radiographic x-ray equipment is
present to make the radiation surveys as required by this Part and
RH-1300.

2. Instrumentation required by this Part must be capable of measuring

arange from two (2) milliroentgens (0.02 millisieverts) per hour
through one (1) roentgen (0.01 sievert) per hour.
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3. The licensee or registrant shall have each radiation survey
instrument required in RH-1801.e.1 .calibrated:

A. At intervals not to exceed three-six {3)-{6) months and after
each instrument servicing, except for battery changes;

B. For linear scale instruments, at two (2) points located
approximately one-third and two-thirds of full-scale; for
logarithmic scale instruments, at midrange of each decade

and at two (2) points on at leas “one decade; and for digital

etween 2 and 1000

rts) per hour; and

k. Notifications.

I.

13.  Radioactive material - Byproduct, source or special nuclear

material received, processed, used or transferred under a license
issued by the Arkansas State Board of Health, Arkansas
Department of Health and Human Services-under the regulations
of this Part. |
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PART N.
NOTICES, INSTRUCTIONS, AND REPORTS TO WORKERS; INSPECTIONS

RH-2804. Notifications and Reports to Individuals.

a. Radiation exposure data for an individual and the results of any
measurements, analyses and calculations of radioactive material deposited
or retained in the body of an individual shall be reported to the individual
as specified in this section. The information réported shall include data
and results obtained pursuant to Departmert:Regulations, orders or license
conditions, as shown in records maint; y:the licensee or registrant
pursuant to Department Regulations.“Egch nottfication and report shall:

1.

2.

ar(gﬁs%‘f_or Prdfe tion Against Radiation.” You should
e'th or further reference.”

ge or rcglstrant shall adwse-eaeh—'.vefker—aﬂﬂuaﬁy-eﬁhe

: - The licensee or registrant shall provzde an
wial report to each individual monitored under RH-1302. of the dose
received in that monitoring year if:

1 The individual’s occupational dose exceeds 100 mrem (1 mSv)
TEDE or 100 mrem (I mSv) to any individual organ or tissue; or

2, The individual requests his or her annual dose report. ...
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RH-2804. (Cont’d)

f. When a licensee or registrant is required pursuant to RH-1502. or RH-
1504. to report to the Department any exposure of an individual to
radiation or radioactive material, the licensee or the registrant shall also
provide the individual a report on his or her exposure data included therein

in the report to the Department. Suchrepertsshall-The report must be
transmitted at-a-Hme-not later than the transmittal to the Department.
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NATIONALLY TRACKED SOURCE THRESHOLDS

APPENDIX D TO SECTION 3

(for use with RH-1513.)

The Terabecquerel (TBq) values are the regulatory standard. The curie (Ci) values specified are obtained
by converting from the TBq value. The curie values are provided for practical usefulness only and are

rounded after conversion.

Radioactive material Ca(t;gBo(;')y 1 Cat:gti))ry 2

' Actinium-227 20 5.4
T Americium-241 6] - 16
Americiun-241/Be 60 2 16
Californium-252 20 5.4
'Cobalt-60 8.1
'Curium-244 14
:Cesium;137 ‘ 27
Gadolinium-153 270
Tridium-192 2
Plutonium-238 16
Plutonium-239/Be 16
‘Polonium-ZIOI 16.
1,100,000 | 400 11,000
1,100 0.4 11}

5,400 2 54

Strontium-90 27,000] 10 270
iThorium-228 540 0.2 5.4
‘Thorium-229 540 02| 5.4
Thulium-170 20,000 540,000 200 5,400
Ytterbium-169 300 8,100 3 81
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NOTICE TO EMPLOYEES

Arkansas Department of Health
STANDARDS FOR PROTECTION AGAINST RADIATION

The Arkansas Department of Health (ADH) has adopted regulations with standards to protect you from hazards
associated with radioactive materials and radiation emitting machines which are licensed or registered by ADH.
In particular, the following information is available for your review:

Section 3: Standards for Protection Against Radia
Part N: Notice, Instructions, and Reports to Workegs:
Any other documents your employer mu

YOUR EMPLOYER’S RESPONSIBILITY
Your employer is required to:

1. Comply with all applicable regulations an
conditions of the license or registration.

2.

of the regulations, licenses, an 1 1 1

procedures which apply to : h % Jimits on your exposure are contained in RH-

engaged, and explain th igi you 3 1200, RH-1206, and RH-1207. While these are

the maximum allowable limits, your employer
YOUR RESPONSIBILIT should keep your radiation exposure below those
You should: limits as is reasonably achievable.
1. If you work where personnel monitoring is
“required and request information on your
. radiation exposures,
2. a. your employer must advise you annually
of your exposure to radiation, and
b. upon termination of employment, your

3. employer must give you a written report .

of you radiation exposures.
c. A report of any exposure in excess of a
limit must be reported to you.

the license or regmtratlo
regulations to ADH.

INSPECTIONS: All licensed or registered activities are subject to inspection by the ADH.

INQUIRIES

Direct all inquiries on matters outlined above to: ADH, Radiation Control Section, 4815 West Markham Street, Mail
Slot 30, Little Rock, Arkansas 72205-3867 or to 501)661 2301. For emergencies, call (800) 633-1735.

POSTING REQUIREMENT: I g, copies of this notice must be posted in every establishment
where employees are engaged in activities licensed or registered by the ADH. Posting must permit employees working in or
frequenting any portion of a restricted area to observe a copy on the way to or from their place of employment.

Appendix I to Section 3 3-32 Reviscd SERUREN
Form X
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RH-3002.

SECTION 4.
TRANSPORTATION OF RADIOACTIVE MATERIALS

(FOOTNOTES APPEAR AT THE END OF THIS SECTION)

PART A.
GENERAL ...

Purpose and Scope.
a. This part-Section establishes:

1

aterial and for a quantzty of
of a Type A quantity.

Ssion, an cf the U.S. Postal Service)
afisport The rcqmrements of this

gt B

, ’oftr

zf the lzcensee delzvers that material to a carrier for
nsports the material outside the s1te of usage as specn':ied n

3004. are specified in RH-3300-RH-3202. General lzcenses Jor
which no NRC package approval is required are issued in RH-
3304. through RH-3306. The general license in RH-3301. requires
that an NRC certificate of compliance or other package approval
be issued for the package to be used under this general license.

2, Application for package approval must be completed in
accordance with U.S. Nuclear Regulatory Commission
Regulations in Part 71, subpart D, “Application for Package
Approval,” demonstrating that the design of the package to

41




be used satisfies the package approval standards contained

in the U.S. Nuclear Regulatory Commission Regulations in
Part 71, subpart E, “Package Approval Standards,” as related
to the tests of the U.S. Nuclear Regulatory Commission
Regulations in Part 71, subpart F, “Package Special Form,
and LSA-III Tests.”

3. A licensee transporting licensed material, or delivering licensed
material to a carrier for transport, shall.comply with the

operating control requirements of Paril he quality assurance
requzrements of Part G and the general provisions of Part 4,

e,

f. ¥ to any person required to obtain
ed compliance plan pursuant to

g otice to all persons who knowingly provide

4_1der quahty assurance program approval or

enforcement action for violation of RH-1511., “Deliberate

RH-3003: Communications and Records.

a. All communications concerning these Regulations shall be addressed to
the Arkansas Department of Health and Human-Serviees, Division-of
Health—Radiation Control Section, B-O-Bex1437 Mail-Slet H 304815
West Markham Street, Slot # 30, Little Rock, Arkansas 722031437
72205-3867.

b. - Each record required by this section must be legible throughout the
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retention period specified by each Department regulation. The record
may be the original, a reproduced copy, or a microform provided that
the copy or microform is authenticated by authorized personnel and

that the microform is capable of producing a clear copy throughout the
required retention period. The record may also be stored in electronic
media with the capability for producing legible, accurate, and complete
records during the required retention period. Records such as letters,
drawings, and specifications must include all pertinent information such
as stamps, initials, and signatures. The licenseg:shall maintain adequate

ho transports licensed material outside the eenfines-site of
usage, as spec;f ed in the

g
hr ugh 180, and 390 tkrough 397, appropriate to the mode of transport

L The licensee shall particularly note DOT regulations in the
Jollowing areas:

A Packaging--49 CFR part 173: subparts A, B, and 1.

B.  Marking and labeling--49 CFR part 172: subpart D;
and §§ 172.400 through 172.407 and §§ 172.436 through
172.441 of subpart E.
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C. Placarding--49 CFR part 172: subpart F, especially
§§ 172.500 through 172.519 and 172.556; and appendices
BandC.

D. Accident reporting—49 CFR part 171: §§ 171.15 and
171.16.

E. Shipping papers and emergency information--49 CFR
part 172: subparts Cand G. g

F Hazardous material em

eitraining—49 CFR part 172:
subpart H. iy

are not applicable to a shipment of licensed material, the

TR he DOT specified in RH-3005.a. of this section to the same
‘extent as if the shipment or transportation was-were subject to #e-DOT
regulations. A4 request for modification, waiver, or exemption from those
requirements, and any notification referred to in those requirements, must
be filed with, or made to, the Arkansas Department of Health, Radiation
Control Section, 4815 West Markham Street, Slot# 30, Little Rock,
Arkansas 72205-3867.
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PART B.
DEFINITIONS

RH-3100. General Definitions.

The following terms are as defined for the purpose of this Section. To ensure
compatlblhty with international transportation standards, all limits in this Section
are given in terms of dual units: The International System of Units (SI) followed
or preceded by U.S. standard or customary units. The . customary units are
not exact equivalents, but rounded to a convenien Value, providing a functlonally

iy

equivalent unit. For the purpose of this Secti unit may be used.

e

h. ge or groups of packages or
thper for transport.

k.

te the degree 'Zf control of accumulation of
aterial during transportation. Determination
described in RH- 3305., RH-3306., and in

£ —The radionuclides uramum—233 uranium-

: plutonzum—239 and plutonium-241, or any combination of the-these
radionuclides. Fissile material means the fissile nuclides themselves, not
material containing Sfissile nuclides. Unirradiated natural uranium and
depleted uranium, that has been irradiated in thermal reactors only, are not
included in this definition. Certain exclusions from fissile material
controls are provided in RFH-3203.




p. Graphite - For the purposes of RH-3203 and RH-3305, graphite with a
boron equivalent content less than five (5) parts per million and density
greater than 1.5 grams per cubic centimeter.

qg. Licensed material - Radioactive material received, possessed, used, or
transferred under a general or specific license issued by the Department
pursuant to the regulations in this past-Section.

r. Low Specific Activity (LSA) - Radioactive matmgl with limited specific
activity that-which is nonfissile or is excepteqL der RH-3203. and which
satisfies the descriptions and limits set for '-below. Shlcldmg matenals
surrounding the LSA material may not, lg,e* ong
estimated average specific act1v1ty of‘th_ 'packa
must be in one of three groups: =

1. LSA-T:

A. Ores-Uraniumdn

vt

Qg;i*
&' d tkorzym@%res concentrates"*of uranium
and thorium ores,vcgn ot

":_h’é‘/r ores containing eﬂiy—natwally

, g’ebﬂs—aﬂd-aet}wm%?ther radzoacttve materzal in
which the radioactive-material-activity is essentially
uniformby-distributed throughout and the estimated average
specific activity does not exceed 30 times the value for
exempt material activity concentration determined in
accordance with AppendtxA “Determination of A and

AZ- »”

2. LSA-IIL:

A. Water with tritium concentration up to 20.0 Ci/liter (0.8
TBq/liter); or
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B. Material in which the radioactive material is distributed
throughout, and the average specific activity does not
exceed 1OE-4-A%s 107 4/g for solid and gases, and 10E-5
A 107 Ay/g for liquids.

RH-3100.r. (Cont’d)

3. LSA-III: Solids (e.g., consolidated wastes, activated materials),
excludmg powders, that satisfy the reqm ments of 10 CFR 71.77,
in which:

A.

£ Packag1ng, the loss of radmactlve
7 leaching, when placed in water for
xceed 0.1 Ay.; and

n%/gtenal per packag
/ glays would'H

‘_ tﬁormm uram‘um—235 ur

as‘» o

E_issile Iha—terial package or Type AF package, Type BF package,
Type B(U)F package, or Type BIM)F package - A fissile material
packaging together with its fissile material contents.

Type A package - A Type A packaging together with its
radioactive contents. A Type A package is defined and must
comply with the DOT regulations in 49 CFR Part 173.

3. Type B package - A Type B packaging together with its
radioactive contents. On approval, a Type B package design is
designated by NRC as B(U) unless the package has 2 maximum
normal operating pressure of more than 700 kilopascal (100 1b/in?)
gauge or a pressure relief device which would allow the release of
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radioactive material to the environment under the tests specified in
10 CFR 71.73 (hypothetical accident conditions), in which case it
will receive a designation B(M). B(U) refers to the need for
unilateral approval of international shipments; B(M) refers to the
need for multilateral approval of international shipments.

There is no distinction made in how packages with these
designations may be used in domestic transportation. To
determine their distinction for international transportation, see

DOT regulations in 49 CFR Part 173.4A%Type B package approved
prior to September 6, 1983, was designated only as Type B.

z,

1.

i accotdan
une 30, ), T 983, and constructed before July
form encapsulatmn designed in accordance

year'sidecay si
and hasinot been chemically separated into its constituent elements by
sing. Spent fuel includes the special nuclear material, byproduct
' source material, and other radioactive materials associated with
lassemblies.

ae.  Transport index - The dimensionless number (rounded up to the next
tenth) placed on the label of a package, to designate the degree of control
to be exerc1sed by the carrier during transportation. Fhe-transpert-indexis




etermmed by-mdlufbflng the
_zevert (mSv) per o tone (1) meter

a

ah.
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RH-3200.

RH-3201.

Snecific Exemptions.

On application of any interested person or o'
may grant any exemptzon ﬁom the reqm i %qOm in this Section

‘Zg or property nor

dispense dmgs in the pr&c 9 icine is exethp
to transport by the phys:czdfi%f l:cense 7 qrial f

{ Wgtzon 9 of fhese Regulat:ons U.S. Nuclear
art 35 regulations or the equivalent

b. Materialg for which the activity concentration is not greater than the
activity concentration values specified in Table A-2 of Appendix A to this
Section, or for which the consignment activity is not greater than the limit

for an exempt consignment found in Table A-2 of Appendix A o this
Section.
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RH-3203. Exemption from Classification as Fissile Material,

Fissile material meeting the requirements of at least one (1) of the paragraphs
RH-3203.a. through f. are exempt from classification as fissile material and from
the fissile material package standards of U.S. Nuclear Regulatory Commission
Regulations $§ 71.55 and 71.59, but are subject to all other requirements of this
section, except as noted.

material provided the package has at leg
material for every gram of fissile mate
and hydrogenous materzal enriched:is

ams of solid nonfissile
:beryllium, graphite

two (2) percent by mass, with a total plutonium and uranium-233
Content not exceeding 0.002 percent of the mass of uranium, and with a
minimum nitrogen to uranium atomic ratio (N/U) of two (2). The material
must be contained in at least a DOT Type A package.

f Packages containing, individually, a total plutonium mass of not more
than 1000 grams, of which not more than 20 percent by mass may consist
of plutonium-239, plutonium-241, or any combination of these
radionuclides.
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progran; app. by the Department as Satzsﬁzmg the

Siof RH-3600, Paft G, of this Section and the provisions of

{as a copy of the certificate of compliance (CoC), or other
pproval of the package, and has the drawings and other
documents referenced in the approval relating to the use and
maintenance of the packaging and to the actions to be taken prior
to shipment;

2. Complies with the terms and conditions of the license, certificate,
or other approval, as applicable, and the applicable requirements of
this Section;

3. Prierte-Before the licensee’s first use of the package, has
registered-with-the NRC;-and-submits in writing to the U.S.
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Nuclear Regulatory Commission: ATTN: Document Control
Desk, Director, Spent Fuel Project Office, Office of Nuclear
Material Safety and Safeguards, using an appropriate method listed
in 10 CFR 71.1(a), the licensee's name and license number and the
package identification number specified in the package approval.

d. The general license in RE-3302-a-RH-3301.a. applies only when the
package approval authorizes use of the package under this general license.

approved by the US Nuclear gu .i' jore April 1,
1996, the general hcense i & _.;ect to the additional reStrictions of

RH3302 " Reserved,

RH-3303. Reserved.

s otherwise provided in this section, the general license applies
licensee who has a quality assurance program approved by the

c. This general license applies only to shipments made to or from locations
outside the United States.

d. This general license applies only to a licensee who:
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1.

2.

Has a copy of the applicable certificate, the revalidation, and the
drawings and other documents referenced in the certificate,
relating to the use and maintenance of the packaging and to the
actions to be taken prior to shipment; and

Complies with the terms and conditions of the certificate and
revalidation and with applicable requirements of this Section.;-ané
With respect to the quality assurance provisions of Part G of this
Section, the licensee is exempt from des gn, construction, and
fabrication considerations. g
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REL-3305.

General License: Fissile Material,

a.

b

A general license is issued to any licensee of the Department to transport
fissile material, or to deliver fissile material to a.carrier for transport, if
the material is shipped in accordance with th “tion. The fissile
material need not be contained in a packagé which meets the standards of
Part E of Section 4 entitled “Package Ap Standards” and 10 CFR
Part 71, Subparts E and F; however,: th must be contained in a
Type A package. The Type A pa
requirements of 49 CFR 173.41

The general license applié
program approved by the D:
3600, Part G, of th:s Section an
Part 71.

Has a value less than or equal to 10; and

For a shipment of multiple packages containing fissile material,
the sum of the CSIs must be less than or equal to 50 (for shipment
on a nonexclusive use conveyance) and less than or equal to 100
(for shipment on an exclusive use conveyance).
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e. 1 The value for the CSI must be greater than or equal to the number
calculated by the following equation:

CSI = 10 | grams of ¥’ U + grams of 237 + grams of Pu
X Y

2, The calculated CSI must be rounded up to the first decimal place;

3 The values of X, Y, and Z used in t. -ééuatz’on must be taken

Table 71-

from Tables 71-1 or 71-2, as appr

s of unknown uranium-235 enrvichment or
24 weight percent enrichment; or

hydroca}b'on oils or plastzcs) are present in any form,
. except as polyethylene used for packing or wrapping.

Fissile material mass mixed |Fissile material mass mixed
with moderating substances |with moderating substances
Fissile material havii?g an average hydrogen havir?g an average hydrogen
: density less than or equal to  |density greater than
H,0 (grams) H,(? (grams)
Pux 60 38
Ay m) 43 27
239 .Pu or " Py (Z) 37 24
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® When mixtures of moderating substances are present, the lower mass limits shall be used if
more than 15 percent of the moderating substance has an average hydrogen density greater than
H,0.

Table 71-2. — Mass Limits for General License Packages Containing Uranium-235 of
Known Enrichment per RH-3305.e.

Uraniﬁm enrichmenf in weigﬁt | F i;S'sile material rﬁass of U .
percent of U not exceeding (X) (grams) 4
2 | |
20
15
11
10
9.5
9
§8.5'
8
7.5
7
65
‘6
.5.5
.5

1.35

0.92




RH-3306. General license: Plutonium-Beryllium Special Form Material.

a. A general license is issued to any licensee of the Department to
transport fissile material in the form of plutonium-beryllium (Pu-Be)
special form sealed sources, or to deliver Pu-Be sealed sources to a
carrier for transport, if the material is shipped in accordance with this
section. This material need not be contained in a package which meets
the standards of Part E of Section 4 entitled “Package Approval
Standards” and 10 CFR Part 71, Subparts E and.F; however, the material
must be contained in a Type A package. TheLype 74 package must
also meet the DOT requirements of 49 CE, .417(a).

b.
provisions of RH-3600, Part G;
Subpart H of 10 CFR Par
c, The general license applies
1. Contain,i
d ly to packages labeled with a CSI which:

in accordance with paragraph (e) of this

lye less than or equal to 100; and

v a shipment of multiple packages containing Pu-Be sealed
rources, the sum of the CSIs must be less than or equal to 50

(for shipment on a nonexclusive use conveyance) and less than or
equal to 100 (for shipment on an exclusive use conveyance).
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RH-3306. (Cont’d)
e 1 The value for the CSI must be greater than or equal to the

number calculated by the following equation:

CSI =10 orams of *° Py + grams of 2 py
24 ‘ rand

to the first decimal place.

RH- 3400.

less the following conditions are met, in which case the limit is
mSv/h (1000 mrem/h):

The shipment is made in a closed transport vehicle;

B. The package is secured within the vehicle so that its
position remains fixed during transportation; and

C. There are no loading or unloading operations between the
beginning and end of the transportation;

2, 2 mSv/h (200 mrem/h) at any point on the outer surface of the
vehicle, including the top and underside of the vehicle; or in the
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RH-3400.b. (Cont’d)

RH-34

4.

s e, g
exclusxve use sth __,ent ‘Controls. The instry

case of a flat-bed style vehicle, at any point on the vertical planes
projected from the outer edges of the vehicle, on the upper surface
of the load or enclosure, if used, and on the lower external suiface
of the vehicle; and

0.1 mSvw/h (10 mrem/h) at any point 2 meters (80 in) from the outer
lateral surfaces of the vehicle (excluding the top and underside of
the vehicle); or in the case of a flat-bed style vehicle, at any point 2

personnel under the
in conformance wit

OPE RATING CONTROLS AND PROCEDURES

RH-3500. Applicability of Operating Controls and Procedures. I

A licensee subject to this part, who, under a general or specific license, transports
licensed material or delivers licensed material to a carrier for transport, shall
comply with the requirements of this Part F, with the quality assurance
requirements of Part G, and with the general provisions of Part A of these
transportation regulations.
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RH-3501. Assumptions as to Unknown Properties.

When the isotopic abundance, mass, concentration, degree of irradiation, degree
of moderation, or other pertinent property of fissile material in any package is not
fnown, the licensee shall package the fissile material as if the unknown properties
have credible values that will cause the maximum neutron multiplication.

RH-3502. Preliminary Determinations.

internal pressure at
operating pres uie

g or fissile material, any moderator or neutron absorber, if required, is
present and in proper condition;

h. Any structural part of the package whieh-that could be used to lift or tie
down the package during transport is rendered inoperable for that purpose

unless it satisfies design requirements speeified-by-the U-S—MNueclear
Regulatery-Commissienof /10 CFR 71.45.
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The level of non-fixed (removable) radioactive contamination on the
external surfaces of each package offered for shipment is as low as
reasonably achievable, and within the limits specified in DOT regulations
in 49 CFR 173.443;

"around the vehicle, if

External radiation levels around the packa i
in RH-3400 at any time

applicable, will not exceed the limits specifi
during transportation; and

'eiﬁmateﬂa!—less than or equal to the actzvzty concentratzon values
or plutonium specified in Table A-2 of Appendix A to this Section,
nd in which the radioactivity is essentially uniformly distributed;

The plutonium is shipped in a single package containing no more
than an A; quantity of plutonium in any isotope or form and is
shipped in accordance with RH-3005.; or




icable.to the-al S

4. The plutonium is shipped in a package specifically authorized for
the shipment of plutonium by air in the Certificate of Compliance
for that package issued by the U.S. Nuclear Regulatory
Commission.

b. Nothing in RH-3504.q. is to be interpreted as removing or diminishing the
requirements of the physical protection of plants.where special nuclear
materials are used as described in 10 CFR Part:73.24, “Prohibitions.”

A

For a shipment of plutonium by air wh sibject to RH-3504.a.4., the

5.

RH-3505.  Opening Instructions.

ransport, the licensee shall ensure

Before delivery of a pack re
en the package have been sent to,

record of € chishipment of licensed material not exempt under
0 CFR 71.10, “Public Inspection of Application,” showing

erification that there were no significant defects in the packaging,
“as shipped;

Volume and identification of coolant;

4. Type and quantity of licensed material in each package, and the
total quantity of each shipment;

5. For each item of irradiated fissile material:
A. Identification by model number and serial number;
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B. Irradiation and decay history to the extent appropriate to
demonstrate that its nuclear and thermal characteristics
comply with license conditions; and

C. Any abnormal or unusual condition relevant to radiation

safety;

0. Date of the shipment;

7. For fissile packages and for Type B dges, any special controls

exercised,

Name and address of the trans

RH-3506. (Cont’d)

‘required by RH-3502.; design, fabrication, and assembly records; results
of reviews, inspections, tests, and audits; results of monitoring work
performance and materials analyses; and results of maintenance,
modification, and repair activities. Inspection, test, and audit records
must identify the inspector or data recorder, the type of observation, the
results, the acceptability, and the action taken in connection with any
deficiencies noted. These records must be retained for three (3) years
after the life of the packaging to which they apply.
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RH-3507.

RH-3508.

Inspection and Tests.

a.

Rgp ort

The licensee, certificate holder, and applicant for a CoC shall permit the
U.S. Nuclear Regulatory Commission (NRC), at all reasonable times, to
inspect the licensed material, packaging, premises, and facilities in which
the licensed material or packaging is used, provided, constructed,
fabricated, tested, stored, or shipped.

The licensee, certificate holder, and applicant for.a CoC shall perform,
and permit the NRC to perform, any tests the:NRC deems necessary or

The certificate holder and applicant for. ‘
accordance with 10 CFR 71.1 (RH23003), forty-fi fi ve 45) days in advance
of starting fabrication of the fir ] C. ]

1.

ensee, after requesting the certificate holder's input, shall submit a
ten report to the Department and the U.S. Nuclear Regulatory
mmission of:

L Instances in which there is a significant reduction in the
effectiveness of any NRC-approved Type B or Type AF packagmg
during use; or

2. Details of any defects with safety significance in any NRC-
approved Type B or fissile material packaging, after first use.
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3. Instances in which the conditions of approval in the Certificate of
Compliance were not observed in making a shipment.

b, The licensee shall submit a written report to the Department and the
U.S. Nuclear Regulatory Commission of instances in which the conditions
in the certificate of compliance were not followed during a shipment.

c. Each licensee shall submit, in accordance with RH-3003, a written report
required by RH-3508.a. or RH-3508.b. within si; (60) days of the event
or discovery of the event. The licensee shall gls

-

be Submztted fo fulf 11 this reqruz:r‘emen11
7 aprtate dxstrzb ion is made. Using

rzef abstract descrzbmg the major occurrences during the
vent, including all component or system failures that contributed
em‘ and significant corrective action taken or planned to

‘A clear, specific, narrative description of the event that occurred
so that nowledgeable readers conversant with the requirements of
Section 4 and 10 CFR Part 71, but not familiar with the design of
the packaging, can understand the complete event. The narrative
description must include the following specific information as
appropriate for the particular event.

A. Status of components or systems that were inoperable at
the start of the event and that contributed to the event;
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B. Dates and approximate times of occurrences;

C. The cause of each component or system failure or
personnel ervor, if known;

D. The failure mode, mechanism, and effect of each failed
component, if known;

E, A list of systems or secondary fupictions that were also
affected for failures of compon i with multiple functions;

F, _" omponent or system
G. For each kunm&;g ﬁgtfbrmance-relate %0 Qt cause, a
H 7 and “3 number (or other

use of a packaging, the
cal and %Js:cal form(s) of the

@ﬁ%::% -

pone ,ts;that could have pefformed the same
om%on'ents and systerm that failed during the

A deseription of any corrective actions planned as a result of the
V&%

sevent,'t ncludmg the means employed to repair any defects, and

tions taken to reduce the probability of similar events occurring

the future.

Reference to any prévious similar events involving the same
packaging that are known to the licensee or certificate holder.

0. The name and telephone number of a person within the licensee's
organization who is knowledgeable about the event and can

provide additional information.

7. The extent of exposure of individuals to radiation or to radioactive
materials without identification of individuals by name.
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d.

Report legibility.

The reports submitted by licensees and/or certificate holders under this
section must be of sufficient quality to permit reproduction and
micrographic processing.




434
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RH-

elivery to a carrier, for transport, of
nfines of the licensee's plant or other place

ation is required under this section for shipments of

or fusel in quantities less than that subject to advance
notification requirements as described in 10 CFR Part 73. Advance
notification is also required under this section for shipment of licensed

The licensed material is required by this Section to be in Type B
packaging for transportation;

2. The licensed material is being transported to or across a State

boundary in route to a disposal facility or to a collection point for
transport to a disposal facility; and
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RH-3509. (Cont’d)

3 The quantity of licensed material in a single package exceeds the
least of the following:

A 3000 times the A; value of the radionuclides as specified in
Table A-1 of Appendix A to this Section for special form
radioactive material;

v 1
ionuclides as specified in

A, 3000 times the A; value of the,
sthis-Section for normal form

C.
c. Procedures for submittin ad
1.
approprzate Z0Vernor or:gove o
jon,0fiSecurity Policy ﬂ‘ ce of Nuclear Security and Inczdent
2,

A notification delii
gover gr oF of the governor's designee at least

of nuclear waste was publzshed in the Federal Regr.ster on
June 30, 1995 (60 FR 34306).

The list will be published annually in the Federal Register
on or about June 30 to reflect any changes in information.

C. A list of the names and mailing addresses of the governors'
designees is available on request from the Director, Office
of State Programs, U.S. Nuclear Regulatory Commission,
Washington, DC 20555-0001.

4. The licensee shall retain a copy of the notification as a record for
three (3) years.
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RH-3509. (Cont’d)

d. Information to be furnished in advance notzf‘ cation of shipment.

Each advance notification of shipment of zrradzated reactor fuel or
nuclear waste must contain the following information:

1 The name, address, and telephone number of the shipper, carrier,
and receiver of the irradiated reactor fuel.or nuclear waste
shipment;

2.
3.
4.
5. The d.e.S'z‘mq,fﬂronz::)]‘e';P %sh yment%n .
durmg whzch}?&rmval '_ thiéshi -

who finds that'sehedule information previously furnished to a
governors designee, in accordance‘with this section, will not

gove{* or of fh Y
individial of the extent of the delay beyond the schedule or:gmalb;

ellation notice.

1 Each licensee who cancels an irradiated reactor fuel or nuclear
waste shipment for which advance notification has been sent shall
send a cancellation notice to the governor of each State or to the
governor's designee previously notified, and to the Director,
Division of Security Policy, Office of Nuclear Security and Incident
Response.
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RHE-3509.£ (Cont’d)

2, The licensee shall state in the notice that it is a cancellation and
identify the advance notification that is being canceled. The
Iicensee shall retain a copy of the notice as a record for three

(3) years.

PART G.
QUALITY ASSURANCE

pAssurance Requiremenis

a. Purpose. |

This Part describes quality assurance requirements applying to design,
purchase, fabrication, handling, shipping, storing, cleaning, assembly,
inspection, testing, operation, maintenance, repair, and modification of
components of packaging that are important to safety. As used in this
Part, "quality assurance” comprises all those planned and systematic

4-39



RH-3600. (Cont’d)

actions necessary to provide adequate confidence that a system or
component will perform satisfactorily in service. Quality assurance
includes quality control, which comprises those quality assurance actions
related to control of the physical characteristics and quality of the
material or component to predetermined requirements. The licensee,
certificate holder, and applicant for a CoC are responsible for the quality
assurance requirements as they apply to design, fabrication, testing, and
modification of packaging. Each licensee is responsible for the quality
assurance provision which applies to its use of a;vackagmg for the
shipment of licensed material subject to thi.
Regulatory Commissions’ subpart H to Pa

Establishment of program.

Each lzcensee certi f cate holderg

Vassurance program sai

, Quahty Assurance,” and C é;\b{ :

Regulatory Commzsszon regu ,a ons 1 Q’*@ER Part 71.101 thri%ugh 71.137

siondiihat are applicable to the licensee's
ocurement ofipuc ckaging. The licensee, certificate

] CoC shaéfl ‘é,%ecute the applzcable criteria in a

activities including

program, mcludmg a discussion of which requirements of this Part G
H of Part 71 ) are applzcable and how they will be satisfied, by

insas Department of Health
Radzatzon Control Section

4815 West Markham Street, Slot 30
Little Rock, Arkansas 72205-3867

and to the U.S. Nuclear Regulatory Commission:

ATTN: Document Control Desk, Director, Spent Fuel Project Office,
Office of Nuclear Material Safety and Safeguards.
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d. Previously approved programs.

A Department or U.S. Nuclear Regulatory Commission approved quality
assurance program that satisfies the applicable criteria of Part G of this
Section, subpart H of 10 CFR Part 71, Appendix B of 10 CFR Part 50, or
subpart G of 10 CFR Part 72, and that is established, maintained, and
executed regarding transport packages, will be accepted as satisfying the
requirements of RH-3600.b. Before first use, the licensee, certificate
holder, and applicant for a CoC shall notify the,U.S. Nuclear Regulatory
Commission in accordance with 10 CFR Part of its intent to apply its
previously approved Part G of this Section endix B of Part 50, or

i to transportation

RH-3600. (Cont’d)

e.

pr 087’ d
delegate to others, such as contractors agenas or consultants, the work of

ling and executing the quality assurance program, or any partof

sgram. These activities include performing the functions associated
th attaining quality objectives and the quality assurance functions.

b. The quality assurance functions are:

1. Assuring that an appropriate quality assurance program is
established and effectively executed, and
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2, Verifying, by procedures such as checking, auditing, and
inspection, that activities affecting the functions that are
important to safety have been correctly performed.

c. The persons and organizations performing quality assurance functions
must have sufficient authority and organizational freedom fo:

L Identify quality problems;

2 Initiate, recommend, or provide solu

and organizational ﬁ’eedo

cludmg sufficient zndej}en%ggce from cost
and schedule, when oppos

safety cons:geratzons are p ided.

RH-3601. (Cont’d)

e. Because of the mi L
the bpe of activity: %zng p§ ;

mhgy tcik 7
s;gned the qualzty assurance functzons have

accomplishing the activities, a quality assurance program that complies
with the Department requirements found in Part G, “Quality Assurance,”
and U.S. Nuclear Regulatory Commission regulations 10 CFR Part
71.101 through 71.137. The licensee, certificate holder, and applicant for
a CoC shall document the quality assurance program by written
procedures or instructions and shall carry out the program in accordance
with those procedures throughout the period during which the packaging
is used. The licensee, certificate holder, and applicant for a CoC shall
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RH-3602. (Cont’d)

b,

identify the material and components to be covered by the quality
assurance program, the major organizations participating in the program,
and the designated functions of these organizations.

The licensee, certificate holder, and applicant for a CoC, through its
quality assurance program, shall provide control over activities affecting
the qual:ty of the zdenty“ ed materials and compong_nts fo an extent

applicant for a CoC shall assure that
accomplzshed under suztably contf, ’6‘lled condztzo

Ephcant “for a CoC shall base the
ity assurance program on the

e degree to which functional compliance can be demonstrated
inspection or test; and

‘ The quality history and degree of standardization of the item.

The licensee, certificate holder, and applicant for a CoC shall provide

for indoctrination and training of personnel performing activities affecting .
quality, as necessary to assure that suitable proficiency is achieved and
maintained. The licensee, certificate holder, and applicant for a CoC
shall review the status and adequacy of the quality assurance program at
established intervals. Management of other organizations participating in
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the quality assurance program shall review regularly the status and
adequacy of that part of the quality assurance program they are executing.

RH-3603. Handling, Storage, and Shipping Control.

The licensee, certificate holder, and applicant for a CoC shall establish measures
to control, in accordance with instructions, the handling, storage, shipping,
cleaning, and preservation of materials and equipment.£o, be used in packaging to
prevent damage or deterioration. When necessary 10 f tﬁgd%‘tzcular products,
speaal profective environments, such as inert gas:i %osphere and specific

a’ and provxded

RH-3604.

measures to zndzcate by thé*u : of mar;

routing cards, or other smtab mea w’“‘,ﬁtﬁé status of znspectlons and tests
performed upommdzw.dual items ofl &
n 'a_tzon of items fﬁ’& have satz.sfactortbz passed

e packagmg These measures must

ns andg as;t . &«ﬁ’

£ ,.’.‘%,‘ %
e |
easures 10 identify the operating status of
such as tagging valves and switches, to

bypassmg of the m,é % tio

RH-3606. Corrective Action.

The licensee, certificate holder, and applicant for a CoC shall establish measures
to assure that conditions adverse to quality, such as deficiencies, deviations,
defective material and equipment, and nonconformances, are promptly identified
and corrected. In the case of a significant condition adverse to quality, the
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RH-3607.

measures must assure that the cause of the condition is determined and corrective
action taken to preclude repetition. The identification of the significant condition
adverse to quality, the cause of the condition, and the corrective action taken
must be documented and reported to appropriate levels of management.

Quality Assurance Records.

The licensee, certificate holder, and applicant for a CoG.shall maintain sufficient
wrztten records to descrzbe the activities affectmg quality. T he records must

mclude the instructions or procedur
program that is consistent with appl

der, and applicant for a CoC
assurance program was

ance program and fo determine the
yrogram. The audits must be performed in accordance with
hecklists by appropriately trained personnel not having
inithe areas being audited. Audited results must be

/ rew.ewea' by management havmg responszbzlzty in the area

llO 1S WSe
Em&ud




While the term "licensee” is used in these criteria, the requirements are
applicable to whatever design, fabrication, assembly, and testing of the package
is accomplished with respect to a package before the time a package approval is

issued. for REES601S
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SECTION 5.

RULES OF PRACTICE
PART A.
GENERAL
RH-4003. Communications.
a. All communications concerning this Reguég iC n'shall be addressed to the
Arkansas Department of Health: At Services, Division-of Health;

Radiation Control Section, 2
Markham Street, Mail Slot # 3 0
72205-3867.
The Director of the Arkansas Dms&en—Dgpamnent of Heal T or a duly

ke fime and place of’ ‘all hearings.

RH-4013.

receipt, be deemed complete as of the date of deposit in the
¢ elegraph company. Papers may be filed in person at the
Sffices at Little Rock, Arkansas.
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SECTION 6.
PARTICLE ACCELERATORS

PART A.
GENERAL

RHE-5004. Communications,

All communications concerning this Regulatlon §h

e addressed to the
Arkansas Department of Health: tvisi

RH-5100.

Departinient - Axkansng Depafﬁeﬁt

Application for accelerator licenses shall be filed on forms supplied by:

Radiation Control,

Arkansas Department of Health-& Human Services,
4815 West Markham Street, Mail Slot # 30,

Little Rock, Arkansas 72203-1437-72205-3867.

The application shall set forth all applicable information called for by the
form. ...



RH-5203. Special Requirements for Issuance of a License for Particle Accelerators.

a. Human use of particle accelerators in medical institutions.

In addition to the requirements set forth in Part C, RH-5202., a license for
use of a particle accelerator in medical institutions will be issued only if:

1. Whenever deemed necessary by the Department the applicant has

RH-5205.

fa voluntary‘or mvoluntary petition for
Chapter of Title IT (Bankruptcy) of the

, An entity [as that term is defined in 11 U.S.C. 101(¥4135)]
scontrolling the licensee or listing the license or licensee as

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



SECTION 7.
NATURALLY OCCURRING RADIOACTIVE MATERIAL (NORM)

...PART B.
DEFINITIONS

RH-6004.

RH-6026.

1. Each specific hcensqassﬁed pursuant to this Sec

SEh

subject to all the p’fo r in effect,

2. el ‘or;granted under this Section and no
Migranted by any license issued
‘n%%hm be'tt "sgerred assigned, or in any

d.lrectly, thf’é“{:lji“gh transte of;cqntrol of any license to any person
e‘ssvfthe Depa'i:tmw

that the*transfer %@accordmce with the provisions of the Act,

and shall g1ve its consent in writing.

Notification of bankruptcy {(ofiecensee).

A. Each licensee shall notify the Department, in writing,
immediately following the filing of a voluntary or
involuntary petition for bankruptcy under any Chapters of
Title 11 (Bankruptcy) of the United States Code (11
U.S.C.) by or against:

i A licensee;




ii. An entity [as that term is defined in 11 U.S.C. 101
(3415)] controlling a licensee or listing the license
or licensee as property of the estate; or

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

RH-6026.2.5. (Cont’d)

hich the petition for

epartmem‘, obtaz'n
Qe nottf cation shall specify the

.. Address and physical location of the decontamination or
mediation activity;

Duates when the activities will be conducted; and
¥ 08

Name of the person supervising the operations at the site.

7: Notification of completion of activities.

Each licensee shall notify the Department, in writing, within thirty
(30) days following completion of NORM decontamination or
remediation work. The notification shall specify the following:

A. Customer name, mailing address, and telephone number;




RH-6040.

B. Quantity of contaminated material generated as a result of
the decontamination or remediation process;

Disposition of contaminated material; |

D. Type of container used for storage of the contaminated
material; and

contaminated material
available, a map must

E. Location and description of wh
is stored. (If a street address is:
be provided.)

tho-holds a specific license from a
Licensing State and i 1ssu y.sthe agency hav ;ag,Jurlsdlctlon where the licensee
maintains an office for di th ¢ licensed actm}y and at which radiation safety
records are normally mam?am d, is heréf‘)_ granted?;a}gmeral license to conduct
the act1v1t1es§aut 1:1~ ich li ng dfg@;};ent within thls State for a period
not m ex

document slaemﬁc%}mstallatmns or locations;
i wﬂz’%’w

~state licensee notifies the Department in writing at least $we-(2)
S _prior to engaging in such activity. Such notification shall

c. "he out-of-state licensee complies with all applicable regulations of the
Department and with all the terms and conditions of the licensing
document, except any such terms and conditions which may be
inconsistent with applicable regulations of the Department; ...

d. The out-of-state licensee supplies such other information as the
Department may request; and
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The out-of-state licensee shall not transfer or dispose of NORM possessed
or used under the general license provided in RH-6040.a. except by

transfer to a person:

1. Specifically licensed by the Department or by another Licensing
State to receive such NORM; or

2. Exempt from the requirements for a license for such NORM under
RH-6005.

PARTF- _
APPENDIX A 70 SECTION: 72" .
ACCEPTABLE SURFACE CONTAMINATIOﬁ_ LEVELS.FOR NORM
Average™™ aximum”™*" "‘Ii‘?’é,movab]eb’c”"f
=

20-dpm/100-en”
F | 200-dpm/100em”
15,000 dpm/100 cm> | 1,000 dpm/100 cm®
15, 000 dpm 1,000 dpm
bete-gampaa/100 cm’ bet-a,—g&mmaﬂ 00 cm®

lirnits cé blished:for

7-4

ination by both alpha and beta-gamma emitting nuclides exists, the
‘alpha and beta-gamma emitting nuclides should apply independently.

As used in thigtable, dpm (disintegrations per minute) meatis the rate of emission by
radioactive material as determined by correcting the counts per minute observed by an
appropriate detector for background, eﬁimency, and geometric factors associated with the
instrumentation.

Measurements of average contamination level should not be averaged over more than one
square meter. For objects of less surface area, the average should be derived for each object.

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




The amount of removable radioactive material per 100 cm” of surface area should be
determined by w1p1ng that area with dry filter or soft absorbent paper, applying moderate
pressure, and assessing the amount of radioactive material on the wipe with an appropriate
instrument of known efficiency. When removable contammatlon on objects of }ess surface
arca A (where A is less than 100 sq. cm) is determined,

the entire surface should be wiped and the contamination level multiplied
by 100/4 to convert to a “per 100 sq. cm™ basis.

The average and maximum radiation levels associated with surface ontamination resulting
from beta-gamma emitters should not exceed 0.2 mrad/hr (2 ,uG ¥} at one {1) cm and 1.0
mf&d-mR/hr (10 uGy/hr) at 1 cm, respectively, measured thro gh not more than seven {7)




SECTION 8.

IRRADIATORS
PART A.
GENERAL
RH-7002. Definitions. ...
L Sealed source - Any radioactive material thatis used as a source of

=

Jprevent leakage or escape

radiation and is encased in a capsule degignedio




SECTION 9.
USE OF RADIONUCLIDES IN THE HEALING ARTS

PART A.
GENERAL

RH-8001. Effective Date—Oectober1,-2006—Implementation.

| Qdures required by RH-8633., RH-8643,
;therc is a license amendment or renewal

b. Before it permits anyone to work as an authorized user, authorized nuclear
pharmacist, or authorized medical physicist under the license, except aa

9-1




R 8580 R 3610 RH 8621 RH 8660-RH-8319. and RH-
8510.a., RH-8540.a., RH-8560.a., RH-8570.a., RH-8580.a., RH-
8610.a., RH-8621.a., and RH-8660.a.,

2. For an authorized nuclear pharmacist, an individual who meets the
requirements in RH-8317.a. and RH-8348-RH-8319.;

RH-8011.b. (Cont’d)

For an authorized medical physicist, aniindividual who meets the

equzvalgp”_ : permzt or license recognized by
uthorizes the use of byproduct material in

v in the practice of nuclear pharmacy;

of byproduct material in medical use or in the practice of
nuclear pharmacy;

that is authorized to permit the use of byproduct material in
medical use or in the practice of nuclear pharmacy; or

By a commercial nuclear pharmacy that has been
authorized to identify authorized nuclear pharmacists.




5. Deleted.
c. Before it changes Radiation Safety Officers, except as provided in
RH-8300.c.; ...

RH-8020. Notifications.

,,;gd&
; 5)x .s*zgned by a preceptor, the
Nuclear Regulatory Commissic %57' ovbement State license, the permit
issued by an NRGmaster material’ nsee the permit issued by an NRC
or Agreement S?;? en; seg of broad's cope, the permit rssued by an NRC
master material lzf ase *‘; '@-

later tlzan thirty (30)&:23}3 aﬁ.‘e = ﬂ% 2 a he licensee permits the
Q work as‘?@t, auth vizeditseran authonzed nuclear

&

iz ed medical }2 y:sféc:st under RH-8011.b. For
?5 k underRH 8011.b4., w:thm the same 30~day

additional casé experience required in RH-8560.b.1.B.vii. for
uthorized user under RH-8550.

medical physicist. ...

RH-8025. Exemptions Regarding Type A Specific Licenses of Broad Scope.

A licensee possessing a Type A specific license of broad scope for medical use is
exempt from:

a. The provisions of RH-8010.d. regarding the need to file an amendment to
the license for medical uses of radioactive material as described in




RH-8670.;

C. The provisions of RH-8011.¢. regarding additions to or changes in the
areas of use at the addresses specified in the application or on the license;

RH- 8100.

A. A speciﬁc medical use license issued by the Nuclear
Regulatory Commission or Agreement State;

B. A medical use permit issued by a Nuclear Regulatory
Commission master material licensee;

C. A permit issued by a Nuclear Regulatory Commission or
Agreement State broad scope medical use licensee; or

9-4



D. A permit issued by a Nuclear Regulatory Commission
master material license broad scope medical use
commiltee.

A permit issued by a Nuclear Regulatory Commission or
greement State broad scope medical use licensee that
thorizes medical use or the practice of nuclear
pharmacy; or

A permit issued by a Nuclear Regulatory Commission
master material license broad scope medical use commiitee
that authorizes medical use or the practice of nuclear
pharmacy; or




3. Is identified as an authorized nuclear pharmacist by a commercial
nuclear pharmacy that has been authorized to identify authorized
nuclear pharmacists; or

4. Is designated as an authorized nuclear pharmacist in accordance
with RH-405.1.2.D.
f. Authorized user means a physician, dentist, or podiatrist who:

A permit z.ngued by a Nuclear Regulatory Commission
Ll " ymaster material hcensee that is authorzzed to permit the

ed by a Nuclear Regulatory Commission or
Agreement State specific licensee of broad scope that is
authonzed to permit the medical use of radioactive

A permit issued by a Nuclear Regulatory Commission
master material license broad scope committee that is
authorized to permit the medical use of radioactive
material.

J Cyclotron — A particle accelerator in which the charged particles travel in
an outward spiral or circular path. A cyclotron accelerates charged




particles at energies usually in excess of 10 megaelectron volts and is
commonly used for production of short half-life radionuclides for medical
use.

High dose-rate remote afterloader (3BR) — A brachytherapy device that
remotely delivers a dose rate in excess of 12 gray (1200 rads) per hour at
the point or surface neartreatment-site-where the dose is prescribed. -

Low dose-rate remote afterloader DR} —~ A brachytherapy device that
remotely delivers a dose rate of less than or gqualto 2 gray (200 rads) per
hour at the point eftreatment-site-or surface Where the dose is prescribed.

Medium dose-rate remote afterloaderély brachytherapy device
that remotely delivers a dose ratg&gig’;g{greater than 2'g 4 (200 rads) per

hour, but less than or equal to lour at-the

A specific medical use license issued by the Nuclear
Regulatory Commission or Agreement Stale; or

A medical use permit issued by a Nuclear Regulatory
Commission master material licensee.



PART C.
GENERAL ADMINISTRATIVE REQUIREMENTS

RH-8308. Procedures for Administrations Requiring a Written Directive.

a. For any administration requiring a written directive, the licensee shall
develop, implement, and maintain written procedures to provide high
confidence that:

1. . The patient’s or human research sut

2.

308.a. must, at a mlmn%fum address the
yhcensee s use oﬂradloactlve

Verifying hat
accordance ,

‘Sealed sources or devices initially manufactured, labeled, packaged, and
‘distributed in accordance with a license issued pursuant to Section 2 of
these regulations or the equivalent requirements of the Nuclear Regulatory
Commission or an Agreement State; or

Bb.  Teletherapy sources manufactured and distributed in accordance with a
license issued pursuant to Section 2 of these regulations or the equivalent
requirements of the Nuclear Regulatory Commission or an Agreement
State.



c. Sealed sources or devices non-commercially transferred from a Nuclear
Regulatory Commission Part 35 licensee or an Agreement State medical

use licensee,

RH-8315. Training for Radiation Safety Officer.
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a.

(The names of bodr ,cerl‘gfi 5
by the Nuclear Regu_ tory Comy

'yersity in physical science or engineering or
. ence with a minimum of 20 college credits in
physical science;

RH-8315.2.1. (Cont’d)

Have five (5) or more years of professional experience in
health physics (graduate training may be substituted for no
more than two (2) years of the required experience)
including at least three (3) years in applied health physics;
and

C. Pass an examination administered by diplomates of the
specialty board, which evaluates knowledge and
competence in radiation physics and instrumentation,
radiation protection, mathematics pertaining to the use and
measurement of radioactivity, radiation biology, and
radiation dosimetry, or

9-10




2. A. Hold a master’s or doctor’s degree in physics, medical
physics, other physical science, engineering, or applied
mathematics from an accredited college or university;

B. Have two (2) years of full-time practical training and/or
supervised experience in medical physics:

i’ Under the supervision of g;medical physicist who is
certified in medical ph ’by a specialty board

recognized by the Niclear Regulatory Commission
oran Agreement are;io

if.

i :tion administered by diplomates of
e specialty d, that assesses knowledge and
nétence in cl’zméal dzagnostzc radzologlcal or

Radiation physics and instrumentation;

Radiation protection;

Mathematics pertaining to the use and measurement
of radioactivity;

v Radiation biology; and
V. Radiation dosimetry; and
B. One (1) year of full-time radiation safety experience under

the supervision of the individual identified as the Radiation
Safety Officer on a Nuclear Regulatory Commission or

9-11




2

. Regula}fb

Agreement State license or permit issued by a Nuclear
Regulatory Commission master material licensee that
authorizes similar type(s) of use(s) of radioactive material
involving the following:

i Shipping, receiving, and performing related
radiation surveys;

i, Using and performing checks for proper operation
of instruments used to determine the activity of
dosages, survey m Srstand instruments used to
measure radionu¢ 2,

iii.
iv.
0 prevent or minimize

niamination and using proper
rocedures; ‘

rtification process has been recognized by the Nuclear
ry Commission or an Agreement State under RH-8316.a.
nd has experience in radiation safety for similar types of use of

“radioactive material for which the licensee is seeking the approval

of the individual as Radiation Safety Officer and who meets the
requirements in paragraphs d. and e. of RH-8315.; or

Is an authorized user, authorized medical physicist, or authorized
nuclear pharmacist identified on the licensee’s license and has
experience with the radiation safety aspects of similar types of use
of radioactive material for which the individual has Radiation
Safety Officer responsibilities; and
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Has obtained written attestation, signed by a preceptor Radiation Safety
Officer, that the individual has satisfactorily completed the requirements
in paragraph e. and in paragraphs a.1.4. and a.1.B. or a.2.4. and a.2.B.
orb.1. or c.1 or ¢.2 of RH-8315., and has achieved a level of radiation
safety knowledge sufficient to function independently as a Radiation Safety
Officer for a medical use licensee; and

Has training in the radiation safety, regulatory issues, and emergency
procedures for the types of use for which a licensee seeks approval.

This training requirement may be satisfied by co) ipleting training that
is supervised by a Radiation Safety Officerfiauthorized medical physicist,
authorized nucledr pharmacist, or authdrizediiser, as appropriate, who is

Except as provided in RH-8318., the licensee shall require the authorized medical
physicist to be an individual who:

9-13




a. Is certified by a specialty board whose certification process has been
recognized by the Nuclear Regulatory Commission or an Agreement State
and who meets the requirements in paragraphs b.2. and c. of RH-8316.
(The names of board certifications which have been recognized by the
Nuclear Regulatory Commission or an Agreement State will be posted on
the NRC'’s Web page.) To have its certification process recognized, a
specialty board shall require all candidates for certification to:

1. Hold a master’s or doctor’s degree in physics, medical physics,
other physical science, engineering, oF-applied mathematics from
an accredited college or universi

Jtherapy erwces under the direction of
5 meet the vequirements in RH-8318., RH-
8660.; and

zatzon therapy"radzaaon safety, calibration, qualzty assurance,
eatment planning for external beam therapy, brachytherapy,

olds a master’s or doctor’s degree in physics, medical

‘physics, other physical science, engineering, or applied
mathematics from an accredited college or university; and has
completed one (1) year of full-time training in medical physics and
an additional year of full-time work experience under the
supervision of an individual who meets the requirements for an
authorized medical physicist for the type(s) of use for which the
individual is seeking authorization.

This training and work experience must be conducted in clinical
radiation facilities that provide high-energy, external beam
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therapy (photons and electrons with energies greater than or equal
to one (1) million electron volts) and brachytherapy services and
must include:

A. Performing sealed source leak tests and inventories;
B. Performing decay corrections;

C. Performing full calibration and ‘ nodzc Spot checks* of

testation thal the individual'ly

Fements in paragmpizs c.anda.l

,eg-:szgned by a preceplor
--meets the requirements in RH-
}:« quzvalentvNuclear Regulatory Commission or
quirements for an authorized medical physicist
type of the peutzc medzcal umt for whzch the individual

may b tz.sf ied by satisfactorily complenng ezther a training program
provzd d by the vendor or by training superwsed by an authorzzed medxcal

RH-8317. Training for an-Authorized Nuclear Pharmacist.
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Except as provided in RH-8318, the licensee shall require the authorized nuclear
pharmacist to be a pharmacist who:

a.

Is certified by a specialty board whose certification process has been
recognized by the Department, the U.S. Nuclear Regulatory Commission
or an Agreement State and who meets the requirements in paragraph
(b)(2) of RH-8317. (The names of board certifications which have been
recognized by the Department, U.S. Nuclear Regulatory Commission or
an Agreement State will be posted on the NRC' eb page.) To have its
certification process recognized, a specialty bt ﬂrd shall require all
candidates for certification to: r

1 Have graduated from a pha‘ y progféz accredzted by the

American Council on Pharnia :
passed the Foreign Pharmdcy Graduate Exammatzon Committee

Py

(FPGEC) examma@tgz'o‘ _ o

gk
e

s

2. Hold a current, active! ""i‘cg;se %@pr%’ ctice pharmacy; =

3. Provide g _
training/expericy fg%m nuclear” harmacy practice. Academic

. b TRgfgdin .
training may:be %ﬁzb;;.%g:tut

required tram' g and‘egg

200 hours of classroom and laboratory training in the

Jollowing areas:

i Radiation physics and instrumentation,

i, Radiation protection;

iii. Mathematics pertaining to the use and measurement
of radioactivity;

9-17




RH-8318.

iv. Chemistry of radioactive material for medical use;
and

V. Radiation biology; and I

B. Supervised practical experience in a nuclear pharmacy
involving: -
i Shipping, receiving, and p tformmg related

radiation surveys;

it

iii. tir
dosages)" % ggﬁ gnts or human research subjects

Ising admzmstr ive controls to avoid medical

i n\?‘l
nistration of radicactive material;

nucle pharmacist, that the individual has satisfactorily
eted the requirements in paragraphs (a)(1), (a)(2), and

)(3) of "®)(1) of RH-8317. and has achieved a level of

mpetency sufficient to function independently as an authorized

Previsions-Training for Experienced Radiation Safety Officer, Teletherapy or
Medical Physicist, duthorized Medical Physicist, Authorized User, and-Nuclear

Pharmacist, arnd Authorized Nuclear Pharmacist,
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ittee of broad scope before October
training requirements of

pharmaczst who used only accelerator-, produced radioactive
materials, discrete sources of radium-226, or both, for medical
uses or in the practice of nuclear pharmacy at a Government
agency or Federally recognized Indian Tribe before November 30,
2007 or at all other locations of use before August 8, 2009, or an
earlier date as noticed by the NRC, need not comply with
the training requirements of RH-8315., RH-8316, or RH-8317.,

_ respectively, when performing the same uses.
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RH-8319.

‘ is section may serve as preceptors for, and supervisors of, applicants
seekmg authorization on Department licenses for the same uses for which
these individuals are authorized.

A nuclear pharmacist, who prepared only radioactive drugs
containing accelerator-produced radioactive materials, or a
medical physicist, who used only accelerator-produced radioactive
materials, at the locations and time period identified in this
paragraph, qualifies as an authorized nuclear pharmacist or an
authorized medical physicist, respectively, for those materials and
uses performed before these dates, for purposes of Section 9, “Use
of Radionuclides in the Healing Arts.”

ied as authorized users for

Physicians, dentist, or podiatrists ide
rial'on a license issued by the

the medical use of radioactive mat,
Nuclear Regulatory Commissio greement State, a permit
issued by a Nuclear Regulator _LCommiS ion master material

licensee, a permit zssuet{ by'a.Nuclear Regi ory Commission or

Agreement State broad licensee, or a p’ rmu‘ zssued bya

4 !
requirements of Rff

'580., RE-8590., RH—8610 RH

ot comply with the training requirements RH-8510., RH-
RH-8560., RA-8570., RH-8580., RH-8590., RH-8610., RH-

Recentness of Training.
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RH-8400. ...

RH-8401.

The training and experience specified in Section 9's Part C (General
Administrative Requirements), Part E (Unsealed Radioactive Material — Written
Directive Not Required), Part F (Unsealed Radioactive Material — Written
Directive Required), Part G (Manual Brachytherapy), Part H (Sealed Sources for
Diagnosis), and Part I (Photon Emitting Remote Afterloader Units, Teletherapy
Units, and Gamma Stereotactic Radiosurgery Units) must have been obtained
within the seven (7) years preceding the date of application or the individual must

have had related continuing education and expe since the required training

and experience was completed.

i
erlts Used to Measure the

b. A licensee shall:

1. Check each instrument for constancy with a dedicated check
source before use each day of use. The check shall be performed
on a frequently used setting with a sealed source of not less than
50 microcuries (1.85 MBq) of any photon-emitting radionuclide
with a half-life greater than 90 days.
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2, Test each instrument for accuracy at the time of installation and at
least every 12 months thereafter. The test shall be completed by
assaying at least two sealed sources containing different
radionuclides, the activity of which has been determined by the
National Institute of Standards and Technology (NIST) or by the
manufacturer who has compared their source to a source
calibrated by the NIST. The sources shall have a minimum activity
of 50 microcuries (1.85 MBq) of any photon-emitting radionuclide.
At least one of the sources shall have ap; ncipal photon energy

3. Test each instrument for lmear
least every three months geaﬁ‘er over th

RH-8401.b. (Cont’d)
4.
installatioy over the range'®

for whicl

c. A licensee shall mat ematzca
orl ea?l error that? xceed ""'?

_all repazr o '__;eplace the instrument :f tke accuracy or constancy error
exceeds manufacturer s ms ructzons not to exceed 10 percent.

Alic i1§pe shall retain a record of each instrument check or test required
RH8401. in accordance with RH-8705.

RH-8403. Determination of Dosages of Radioactive Material for Medical Use.

a. A hcensee shall determine and record the actmty of each dosage prlo
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b. For all pheten-emittingradionuclides, this determination must be made by I
direct measurement.

e Unless othermse directed by thé a thorlzed user, a ' ¢nsee shall not use a

: ‘,all  within the prescrlbed osa sage range or if

feécnbed dggage by more th%it%ggpnty 20%)

€ may foactive material with a physical half-life of less
?“equal to I 20 d%?s for decay—m storage before disposal without

stmgulshed from the background radiation level with an
propriate radiation detection survey instrument set on its most
sensitive scale and with no interposed shielding;

Removes or obliterates all radiation labels, except for material that
will be handled as biomedical waste after release; and ...

RH-8420. Release of Individuals Containing Radioactive Drugs or Implants.

a. A licensee may authorize the release from its control of any individual
who has been administered Iodine-131 as Sodium lodide if:
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1. . The total patient concentration has been determined to be
1.22 gigabecquerels (33 millicuries) or less; or

2. If the total effective dose equivalent to any other individual from
exposure to the released individual is not likely to exceed five (5)
millisievert (0.5 rem) per year and criteria outlined in Arkansas’
Standard for Radiological Protection for Release of Patient
Administered I-131 Sodium Iodide hz;ve been met.

s

b.

material (other than Jodine-131 as So& ﬁm Iodid“')&gr 1mp1ants containing

rad10act1ve material if the total effeg:lve dose equlvﬁlent to any other

: t
NOTE: - 1556 Vol.9, “Consolidaiéd Guidance
— ‘&_;b"éﬂi"melhods for calculating doses to
tables of activities not likely to cause doses

c.

or guardlan with oral; 111
Ao ¢S to oths d1 uaIs astlpW*as is reasonably achievable. If

or which the patient being released has received.

e The licensee shall maintain a record of the basis for authorizing the release
of an individual in accordance with RH-8710. ... '

PARTE:
UNSEALED RADIOACTIVE MATERIAL —
WRITTEN DIRECTIVE NOT REQUIRED
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RH-8500. Use of Unsealed Radioactivé Material for Uptake, Dilution, ex-and Excretion
Studies for Which a Written Directive Is Not Required.

Except for quantities that require a written directive under RH-83 07., alicensee

may use any unsealed radloactlve matenal —m—quﬂﬂt—l—t—k@ﬁ-th&t—de-ﬂet-feqlﬁfe'&

ittar . : prepared for

physician who is an authorized user and who meets the
equirements specified in RH-8540., or RH-8560. and RH-
8540.¢c.1.B.vii.; or

3. An individual under the supervision, as specified in
RH-8306.; of the authorized nuclear pharmacist in paragraph b.1.
of RH-8500. or the physician who is an authorized user in
paragraph b.2. of RH-8500.; or

c. Obtained from and prepared by a Department, Nuclear Regulatory
Commission or Agreement State licensee for use in research in accordance
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with a Radioactive Drug Research Committee-approved protocol or an
Investigational New Drug (IND) protocol accepted by FDA; or

Prepared by the licensee in accordance with a Radioactive Drug Research
Committee-approved application or an Investigational New Drug (IND)
protocol accepted by FDA for use in research.
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H"%Fé;’re u rements in pamgraph c.2. of RH-8510. (The

0 i 2
board certy“ icartions which have been recogmzed by the Nuclear

omplete 60 hours of trammg and experience in basic
dionuclide handling techniques and radiation safety applicable
o the medical use of unsealed radioactive material for uptake,
dilution, and excretion studies as described in paragraphs c.1.4.
v through c.1.B.vi. of RH-8510.; and

2. Pass an examination, administered by diplomates of the specialty
board, that assesses knowledge and competence in radiation

safety, radionuclide handling, and quality control; or

b. - Is an authorized user under RH-8540., RH-8560. or equivalent Nuclear
Regulatory Commission or Agreement State requirements; or
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Has completed 60 hours of training and experience, including a
minimum of eight (8) hours of classroom and laboratory training
in basic radionuclide handling techniques applicable to the
medical

use of unsealed radioactive material for uptake, dilution, and
excretion studies. The training and experience must include:

A. Classroom and ldborato:y training in the following areas:

strumentation;

o~
.

Radiation physics an

iateridls safely and performing the related
radiation surveys;

Performing quality control procedures on
instruments used to determine the activity of
dosages and performing checks for proper
operation of survey meters;

Calculating, measuring, and safely preparing
patient or human research subject dosages;

v, Using administrative controls to prevent a medical
event involving the use of unsealed byproduct
material;

v, Using procedures to contain spilled radioactive

material safely and using proper decontamination
procedures; and
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RH-8510.c.1.B. (Cont’d)

Vi. Administering dosages of radioactive drugs to
patients or human research subjects; and

2. Has obtained written attestation, signed by a preceptor authorized
user who meets the requirements in RH-8318., RH-8510., RH-
8540., or RH-8560., or equivalent Nuclear Regulatory Commission
or Agreement State requirements, that (hg. indzvzdual has
satisfactorily completed the requiremenisiin paragraph a.l. or c.1.
of RH-8510. and has achieved a ley competency sufficient to
function independently as an aut Y lz’;%y ser for the medical uses
authorized under RH-8500. “ ;

RH-8530.

,2%
Except for quantlrtes that qg,ure1
may use forimaging-and-le

preparcd for med

manufacturer or preparer licensed under RH-405.1. or
equivalent Nuclear Regulatory Commission or Agreement State
requirements; or

2. A PET radioactive drug producer licensed under RH-403.j. or
equivalent Nuclear Regulatory Commission or Agreement State
requirements; or

b. Excluding production of PET radionuclides, prepared by:

1. An authorized nuclear pharmacist;
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2. A physician who is an authorized user and who meets the .
the requirements in RH-8540, or RH-8560 and RH-8540.c.1.B.vii.,
or

RH-8530.b. (Cont’d)

3. An individual under the supervision, as specified in RH-8306,
of the authorized nuclear pharmacist in,paragraph (b)(1) of RH-
8530. or the physician who is an authorized user in paragraph
(b)(2) of RH-8530.; '

e
c. Obtained from and prepared by a Deﬁa?hnent\NiRC or Agreement State
licensee for use in research in ac%ordance with a M@gachve Drug
Research Committee-approvedin ational New Drug

'o‘tgcol or an Investig:

OPittEe A

i (vsg'»_xw el '

Investigational New Drug (IND) Protocol accepted by FDA.

More than 0.02 kilobecquerel of strontium-82 per megabecquerel
of rubidium-82 chloride injection (0.02 pCi of Sr-82 per mCi of
Rb-82 chloride); or more than 0.2 kilobecquerel of strontium-85
per megabecquerel of rubidium-82 chloride injection (0.2 uCi of
Sr-85 per mCi of Rb-82).




Rb-82)-

b. To demonstrate compliance with RH-8531.a., the licensee preparing
radicactive-drags—radiopharmaceuticals from radionuclide generators
shall:

L. Measure the concentration of radionuclide contaminant in the first
eluate after receipt of a molybdenum-99/technetium-99m
generator; o

then, generator systems.

RH-8531. (Cont’d)

d
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which have been recogmzed by the Nuclear
'sAgreement State will be posted on the

zgc?;;:{tde handling techniques and radtatzon safety applzcable

Pass an examination, administered by diplomates of the specialty
board, which assesses knowledge and competence in radiation
safety, radionuclide handling, and quality control; or

b. Is an authorized user under RH-8560. and meets the requirements in
RH-8540.c.1.B.vii. or equivalent Nuclear Regulatory Commission or

Agreement State requirements; or

C. 1 Has completed 700 hours of training and experience, including a
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RH-8540.c.1.B. (Cont’d)

minimum of 80 hours of classroom and laboratory training, in

basic radionuclide handling techniques applicable to the medical
use of unsealed radioactive material for imaging and localization
studies. The training and experience must include, at a minimum:

Classroom and laboratory training in the following areas: ]

L Radiation physics and instrumentation; |

i, Radiation protection; 3

iii. Mathematics pertaining
of radioactivity;is:

&

iv.

Work experien?e; L
ho meets the's,
0.

4

]

s

instritments used to determine the activity of
dosages and performing checks for proper
operation of survey melers;

Calculating, measuring, and safely preparing
patient or human research subject dosages;

Using administrative controls to prevent a medical
event involving the use of unsealed radioactive
material;

V. Using procedures to safely contain spilled
radioactive material and using proper
decontamination procedures;
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Vi, Administering dosages of radioactive drugs to
patients or human research subjects; and

VII, Eluting generator systems appropriate Jfor
preparation of radioactive drugs for imaging and
localization studies, measuring and testing the
eluate for radionuclidic purity, and processing the
eluate with reagent kits to prepare labeled
radioactive drugs; and A;%}

2. Has obtained written attestation, $igr
user who meets the requirement ‘“'p‘b 18318., RH-8540., or RH-
. or ?éguzva%"%]\fuclear Regulatory
Commtsszon orAgreemen};z m-;fate reqmreméé‘g . that the individual
has satisfactorily completed the requ:rementsi’zwamgraph al. or
c.l. of RH 854 0. andﬁ’fz% ‘achieved a level of competegcy sufficient

he. medical
g

UNSEALED RfAﬂI 05* ETI MA ZE%?Ié‘lL -
WRITTEN DZ'RECT ‘ER -QUIRED%

RH-8550.

any unsealed radloactlve material for-diagnestic-ortherapeutic

salse and for which a written directive is required that has

......

a. Obtained from:

1. A manufacturer or preparer licensed under RH-405.1. or
equivalent Nuclear Regulatory Commission or Agreement State
requirements; or
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2. A PET radioactive drug producer licensed under RH-403.j. or
equivalent Nuclear Regulatory Commission or Agreement State
requirements; or

b. Excluding production of PET radionuclides, prepared by:

1 An authorized nuclear pharmacist;

2. A physician who is an-authorized userfand"who meets the
requirements specified in RH- 8540 "',', ; 7€H-8560., or

3. An individual under the supervzsz n, as _pec;tﬁed in RH-8306., of
the authorized nuclear pha;_ _aczst in parag raj ¥aph b.1. of RH-8550.
or the physician who wamauthorzzed user in’ paragraph b.2. of
RH-8550; 0 & r 4 -

.
C. Obtained from and prepared%?}a Departmeﬁt, Nuclear Regulatory

Commission, or Agreement Sté*ig icéhsee in accordance with a

Radioactive DrugiResearch Comm1 :-

tie -approved protocol or an
ﬁ(]ND) pro’c("'f’:h 1 accepted by the FDA for use in

RIH-8560.

R %ﬁff

RH-8318, the licensee shall require an authorized user of

radioactive ma erial fé i“_J_,\(j.whe uses authorized under RH-8550. to be a physician
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Is certified by a medical specialty board whose certification process has
been recognized by the Nuclear Regulatory Commission or an Agreement
State and who meets the requirements in paragraphs b.1.B.vii. and b.2. of
RI-8560. (Specialty boards whose certification processes have been
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RH-8560.b.1.A.

recognized by the Nuclear Regulatory Commission or an Agreement State
will be posted on the NRC'’s Web page.) To be recognized, a specialty
board shall require all candidates for certification to:

L Successfully complete residency training in a radiation therapy or
nuclear medicine training program or a program in a related
medical specialty. These residency training programs must
include 700 hours of training and experience as describedin
paragraphs b.1.A. through b.1.B.v. of RE-8560. Eligible training
programs must be approved by the Reg) ericy Review Committee of
the Accreditation Council for Gradugte ‘Medical Education; the
Royal College of Physicians and g’“ eons of Canada, or the

2. Pass an axammatzggiuc;_ r%umstered by d:plamate.s’fbﬁthe specialty
board whzch testsi oW lea'ge and%gmpetence in Fadiation safety,
k urance and clmlcfzgﬁtse of

L

'
minimum of 200 hours
5 s
baszc radzonuc de hd

‘ ‘,nzgues applicable to the medical
actzve ma?%‘zal requmng a written directive.

adiation physics and instmmentation; I
Radiation protection; |

Mathematics pertaining to the use and measurement

of radioactivity; :
A Chemistry of radioactive material for medical use;
and
V. Radiation biology; and I
B. Work experience, under the supervision of an authorized

user who meels the requirements in RH-8318., RH-8560. or
equivalent Nuclear Regulatory Commission or Agreement
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State requirements. A supervising authorized user who
meets the requirements in RH-8560.b. must also have
experience in administering dosages in the same dosage
category or categories (i.e., RH-8560.b.1.B.vii.) as the
individual requesting authorized user status. The work
experience must involve:

i

il

Ordering, receiving, and unpacking radioactive
materials safely and perfgrming the related

instruments u.s’e'gg o;detér";mne the activity of
dosages, an&i pg}formmg cﬁec jor proper

Administering dosages of radioactive drugs to
patients or human research subjects involving a
minimum of three cases in edch of the following
categories for which the individual is requestmg
authorized user status:

(a) Oral administration of less than or equal to
1.22 gigabecquerels (33 millicuries) of
sodium iodide I-131, for which a written
directive is required;

(b) Oral administration of greater than 1.22

gigabecquerels (33 millicuries) of sodium
iodide I-131;
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(¢).

Parenteral administration of any beta
emitter, or a photon-emitting radionuclide
with a photon energy less than 150 keV, for
which a written directive is required; and/or

(d).  Parenteral administration of any other
radionuclide, for which a written directive is
required; and

2 Has obtained written attestation thatt dividual has

b.1.B.vii. or b.1. of RH-8560. a
competency suﬁ“ cient to functz‘

RH-8570.

cfdmmtstermg dosages in the same
e., RH-8560.b.1.B.vii.) as the




] ard whose cemﬁ%izvtzon process
2. of RH-8570.

5 ég 'as been recognized b Y,
Regulatory Comm:sszon o‘f”';f V\l,Agreement@State and who meji%,
requirements in paragraph cﬁ%ﬁ RH- 85”7 07 (The names of “Board
certifications which have been’ f E%,ed by the Nuclear Regulatory
Commission or %i%greement Stato: %7] be posted on the NRC'’s Web

: SR 58 nor equzvalentNuclear
ory:Commission ot dgreement | fggf;requzrements or

essfully cor pleted 80 hours of classroom and laboratory
¢ he medtcal use of sodium zodzde 1-131 for

Radiation protection;

Mathematics pertaining to the use and measurement of
radioactivity;

Chemistry of radioactive material for medical use; and
E. Radiation biology; and

2. Has work experience, under the supervision of an authorized user
who meets the requirements in RH-8318., RH-8560., RH-8570.,

RH-8580., or equivalent Nuclear Regulatory Commission or
Agreement State requirements. A supervising authorized user, who
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meets the requirements in RH-8560.b., must also have experience
in administering dosages as specified in RH-8560.b.1.B.vii.(a). or
(b). The work experience must involve:

A.

Ordering, receiving, and unpacking radioactive materials
safely and performing the related radiation surveys;

Performing quality control procedures on instruments used
to determine the activity of dosages and performing checks

Using procedures 1o cgntg_z\ spzllea’ radioactr
Aropé ’“decontammatzon procedures; and

Training for the Oral Administration of Sodium Iodide I-131 in Quantities Greater

Than 1.22 Gigabecquerels (33 millicuries) for Which a Written Directive Is

Required.

Except as provided in RH-8318., the licensee shall require an authorized user for
the oral administration of sodium iodide I-131 requiring a written directive in
quantities greater than 1.22 Gigabecquerels (33 millicuries) to be a physician

who:
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hc.3 f RH-8580. (T he names of board certifications which
recognized by the Nuclear Regulatory Commission or an

-8560.b.1.B.vii.(b). or equivalentNuclear Regulatory Commission or
Agreement State requzrements or : -

¢ I Has successfully completed 80 hours of classroom and laboratory

training, applicable to the medical use of sodium iodide I-131 for
procedures requiring a written directive. The training must

include:

A. Radiation physics and instrumentation;
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B Radiation protection;

C. Mathematics pertaining to the use and measurement of
radioactivity;
D. Chemistry of radioactive material for medical use; and

E. Radiation biology; and

3 must also have% ‘“'erzence in

ds specified inRH-8560.b:
istinvolve: {0,

A. Ordenng, rece:vmg;x dnd-unpacking radioactive materials
Nor
nd peiformmg’gzg related radiation surveys;

involving the use of radioactive material;

- Using procedures to contain spilled radioactive material
ifely and using proper decontamination procedures; and

Administering dosages to patients or human research
subjects, that includes at least three (3) cases involving the
oral administration of greater than 1.22 gigabecquerels (33
millicuries) of sodium iodide I-131; and

3. Has obtained written attestation that the individual has satisfactorily
completed the requirements in paragraphs c.1. and c.2. of RH-8580., and
has achieved a level of competency sufficient to function independently as
an authorized user for medical uses authorized under RH-8550. The
written attestation must be signed by a preceptor authorized user who
meets the requirements in RH-8318., RH-8560., RH-8580., or equivalent
Nuclear Regulatory Commission or Agreement State requirements. A
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RH-8590.

preceptor authorized user, who meets the requirements in RH- 8560.0.,
must also have experience in administering dosages as specified in
RH-8560.b.1.B.vii.(b).

Training for the Parenteral Administration of Unsealed Radioactive Material
Requiring a Written Directive.

Except as provzded in RH-8318., the licensee shall requi. e an authorized user for
the parenteral administration requiring a writlen d 1 e, to be a physician who:

RH-8560.b.1.B.vii.(c) orRH-8560 b ]@
_greement Sfa 1

61 0., RH- 8660., orfgﬁ ig%%éentNuclear

b.
EEIE)
greement State.s 14 hy
25 90., or A

C. _ gz”d whose certification process has

been recogmzed uclear Regu ‘ ozy Commission or an Agreement

State under RH-86] z%tjo., and'iaiho meets the requirements in
d vicon jnl eted 80 %Ears of classroom and

lzcable to parenteral adm:mstrations for

diation physics and instrumentation;
Radiation protection;

Mathematics pertaining to the use and measurement of
radioactivity;

Chemistry of radioactive material for medical use; and

E. Radiation biology; and
_ \
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RH-8590.d. (Cont’d).

2. Has work experience, under the supervision of an authorized user
who meets the requirements in RH-8318., RH- 8560., RH-8590., or
» equivalent Nuclear Regulatory Commission or Agreement State
requirements, in the parenteral administration, for which a written
directive is required, of any beta emitter, or any photon-emitting
radionuclide with a photon energy less than 150 keV, and/or
parenteral administration of any other radionuclide for which a
written directive is required. A superv"' ng authorized user who
meets the requirements in RH-85 605 nivist have experience in

A.

B.

o ‘
i @.5
i Usmg adm mstratzve controls fo prevent a medzcal event

Administering dosages. to patients or human research
ubjects that mclude ar least 3 cases znvolvmg tke

reqmred of any beta emztter or any photon—emzttmg
radionuclide with a photon energy less than 150 keV
and/or at least three (3) cases involving the parenteral
administration of any other radionuclide, for which a
written directive is required; and

RH-8590.d. (Cont’d)

3. Has obtained written attestation that the individual has
satisfactorily completed the requirements in paragraph b. or c. of
RH-8590., and has achieved a level of competency sufficient to
Sfunction independently as an authorized user for the parenteral
administration of unsealed radioactive material requiring a
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written directive. The written attestation must be signed by a
preceptor authorized user who meets the requirements in RH-
8318., RH-8560., RH-8590., or equivalent Nuclear Regulatory
Commission or Agreement State requirements. A preceptor '
authorized user, who meets the requirements in RH-8560., must

have experience in administering dosages as specified in RH-
8560.b.1.B.vii.(c) and/or RH-8560.b.1.B.vii.(d).

: PART G: _
MANUAL BRACHYTHERAPY::

RH-8610.

xﬁ

f;%;;see shﬂll*reqmre an auﬂlc;éri%aed user of a
ﬁf %zed under RH-8600. to be a

Except as provided in RH-8318,, the
manual brachytherapy source for the
physician who: A

9-47







i+ collaborati 1l borized .

a. Is certified by a medical specialty board whose certification process has
been recognized by the Nuclear Regulatory Commission or an Agreement
State, and who meets the requirements in paragraph b.3. of RH-8610.
(The names of board certifications which have been recognized by the
Nuclear Regulatory Commission or an Agreement State will be posted on
the NRC's Web page.) To have its certification nprocess recognized, a

specialty board shall require all cand:dates ﬁﬁ‘“ Certification to:

. Eproved by the

s

2dl ﬂon Council ﬁ)r

competence in radiation safety,
#planmng, quality assurance, and

-eci;é%ggonal program in basic
pl:cable to the use of manual

Radzatlon physics and instrumentation;
Radiation protection; .

Mathematics pertaining to the use and measurement
of radioactivity; and

Radiation 'biology; and

e

RH-8610.b.1. (Cont’d)

B. 500 hours of work experience, under the supervision of an
authorized user who meets the requirements in RH-8318.,
RH-8610. or equivalent Nuclear Regulatory Commission or
Agreement State requirements at a medical institution,
involving:
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i Ordering, receiving, and unpacking radioactive
materials safely and performing the related
radiation surveys;

ii. Checking survey meters for proper operation;

itl. Preparing, implanting, and removing
brachytherapy sources; s,

v. intaini ingimventories of material on

Vi , ergency procedures to cont

2. Has completed three (3) year‘ bf supervised clinical experience in
7 1; 0y, 1 under anuthorized user who meets the
s ] :

s,.

uivalent Nuclear Regulatory Commission or Agreement State
quirements, that the individual has satisfactorily completed the
quirements in paragraphs a. 1., or b.1. and b.2., of RH-8610. and
as achieved a level of competency sufficient to function
independently as an authorized user of manual brachytherapy
sources for the medical uses authorized under RH-8600.

RH-8615. Training for Ophthalmic Use of Strontium-90.

| Except as provided in RH-8318., the licensee shall require an-tze authorized user
of a-strontium-90 seuree-for ophthahmc uses-autherizedander RH-8600-
radiotherapy to be a physician who:
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Radiation physics and instrumentation;

Radiation protection;

C. Mathematics pertaining to the use and measurement of
radioactivity; and

D. Radiation biology; and
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RH-8615.b. (Cont’d)

3.

Supervised clinical training in ophthalmic radiotherapy under the
supervision of an authorized user at a medical institution, clinic, or
private practice that includes the use of strontium-90 for the
ophthalmic treatment of five individuals. This supervised clinical
training must involve:

A. Examination of each individual to be treated; |

Calculation of the dose to be administered, I

B
C.
D

Has obtained writler *attestatzon signed by a precepl or&authonzed
user who meeas* the fequ Kements: RH 8318., RH 8610., RH-

] -remem‘s in paragraph b. of RH
ed.a level o’f “omp

Ry
L .

jzed USer. f strontium-90 for
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l:boa af*;art:f cation process includes all of
the requirements m;ﬁaraﬁdph@ b. and & Qf RH-8621. and whose
certification has beerg,recogn%@;byiyke Nu%lqar Regulatory Commission
or anfzgf’g"rq,ement Sta'f"; (The Srames. ;aﬁboqrar certzf cations which have
l‘g&”é ii‘i ”’omgmzed by theaé\[ icle

State will be‘iﬁfggted on th%ﬂé{RC 's Web page.); or

LA ;‘imi

id Radiation biology; and

C. Has completed training in the use of the device for the uses requested.

PARTI:
PHOTON EMITTING REMOTE AFTERLOADER UNITS, TELETHERAPY UNITS, AND
GAMMA STEREOTACTIC RADIOSURGERY UNITS
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RH-8660. Training for Use of Remote Afterloader Units, Teletherapy Units, and Gamma
Stereotactic Radi_osurgeg{ Units.

Except as provided in RH-8318., the licensee shall reqfulre an authorized user of a
sealed source for a use authorized under RH-8630. to g4 physician who:
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RH-8660.b.1.

(Cont

Is certified by a medical specialty board whose certification process has
been recognized by the Nuclear Regulatory Commission or an Agreement
State and who meets the requirements in paragraphs b.3. and c. of RH-
8660. (The names of board certifications which have been recognized by
the Nuclear Regulatory Commission or an Agreement State will be posted
on the NRC's web page.) To have its certification process recognized, a
specialty board shall require all candidates for certification to:

1

S5

1(3) years of residency

Successfully complete a minimum of thr,
training in a radiation therapy progr
Residency Review Commilttee of thieAccreditation Council for

Graduate Medical Education oi" e R ,aql College of Physicians

board, which 1,‘est‘sa7m‘s’r§i
radionuclide handlmg‘&*’%“_‘
clinical use of stereotacti
extemalabeﬂb’ therapy, or

s
¢ ?‘i}gred educaftoggf program in basic

S,

que “ablica ble 10'the use of a sealed source in

Radiation protection;

Mathematics pertaining to the use and measurement
of radioactivity; and

Radiation biology; and

B. 500 hours of work experience, under the supervision of an
authorized user who meets the requirements in RH-8318.,
RH-8660., or equivalent Nuclear Regulatory Commission
or Agreement State requirements at a medical institution,
involving:
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L Reviewing full calibration measurements and
periodic spot-checks;

ii. Preparing treatment plans and calculating
treatment doses and times;

iii. Using administrative controls to prevent a medical
event involving the use of radioactive material;

Vi

adﬁzﬁered and %,
:fg'f N ;&3
2. Has completed three (%’%%b s%f?;perwsed clinical experience in
radmtzonéiherapy, under Zm _ﬂthorzzed user who meets the
] 60., or equivalent Nuclear
-@'ommw mn or Agreemegl;\t State requirements, as part
&’% approvedsby the Residency Review

Regulatory
of a formal trdlpmg pré\g;‘ m,
: mzttee forRadm 55 One éggg: of the Accreditation Council
Graduate Medzaa 7 ducat:on’ior the Royal College of

% ans and Surgeons of Canada or the Comm:ttee on

g tzsﬂzctonly completed the requirements in paragraph al. or
ragraphs b.1. and b.2., and paragrapk c. of RH 8660 and has

as an authorized user of each type of therapeutic medical unit for
which the individual is requesting authorized user status. The
written attestation must be signed by a preceptor authorized user
who meets the requirements in RH-8318., RH-8660., or equivalent
Nuclear Regulatory Commission or Agreement State requirements
for an authorized user for each type of therapeutic medical unit for
which the individual is requesting authorized user status; and

C Has received training in device operation, safety procedures, and clinical
use for the type(s) of use for which authorization is sought. This training
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requirement may be satisfied by satisfactory completion of a training
program provided by the vendor for new users or by receiving training
supervised by an authorized user or authorized medical physicist, as
appropriate, who is authorized for the type(s) of use for which the
individual is seeking authorization.

PARTSJ-K
[RESERVED]

PARTL:

ber of the mstrument, the date of the calibration, the results
the name of the individual who performed the calibration.

measuréd elution of radlonuchde used to prepare a radioactive drug, the ratio of
the measures expressed as kilobecquerel of contaminant per megabecquerel of
desired radionuclide (microcuries/millicuries), or microgram of contaminant per
megabecquerel of desired radionuclide (microgram/millicuries), the time and date
of the measurement, and the name of the individual who made the measurement.

PART N:
REPORTS
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