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i. Licensing the manufacture and distribution of ice detection devices.  An application for a spe-
cific license to manufacture and distribute ice detection devices to persons generally licensed under
39.4(22)“j”  will be approved if:

(1) The applicant satisfies the general requirements of 39.4(25); and
(2) The criteria of Sections 32.61, 32.62, and 32.103 of 10 CFR Part 32 are met.
j. Manufacture, preparation, or transfer for commercial distribution of radioactive drugs con-

taining by-product material for material use under 641—41.2(136C).
(1) An application for a specific license to manufacture, prepare, or transfer for commercial dis-

tribution radioactive drugs containing by-product material for use by persons authorized pursuant to
641—41.2(136C) will be approved if:

1. The applicant satisfies the general requirements specified in subrule 39.4(25);
2. The applicant submits evidence that the applicant is at least one of the following:
� Registered or licensed with the U.S. Food and Drug Administration (FDA) as a drug manufactur-

er;
� Registered or licensed with a state agency as a drug manufacturer; or
� Licensed by the Iowa board of pharmacy examiners as a nuclear pharmacy.
3. The applicant submits the following:  the chemical and physical form of the radionuclide; the

maximum activity per vial, syringe, generator, or other container of the radioactive drug; the shielding
provided by the packaging to show it is appropriate for the safe handling and storage of the radioactive
drugs by medical use licensees; and

4. The applicant satisfies the following labeling requirements:
� A label is affixed to each transport radiation shield, whether it is constructed of lead, glass,

plastic, or other material, of a radioactive drug to be transferred for commercial distribution.  The label
must include the radiation symbol and the words “CAUTION, RADIOACTIVE MATERIAL” or
“DANGER, RADIOACTIVE MATERIAL”; the name of the radioactive drug or its abbreviation; and
the quantity of radioactivity at a specified date and time.  For radioactive drugs with a half-life greater
than 100 days, the time may be omitted.

� A label is affixed to each syringe, vial, or other container used to hold a radioactive drug to be
transferred for commercial distribution.  The label must include the radiation symbol and the words
“CAUTION, RADIOACTIVE MATERIAL” or “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 as described by 39.4(29)“j” (1)“2”:
1. May prepare radioactive drugs for medical use, provided that the radioactive drug is prepared

by either an authorized nuclear pharmacist, as specified in 39.4(29)“j” (2)“2” and 39.4(29)“j” (2)“3”
or an individual under the supervision of an authorized nuclear pharmacist as specified in 641—para-
graph 41.2(11)“c.”

2. May allow a pharmacist to work as an authorized nuclear pharmacist if the individual qualifies
as an authorized nuclear pharmacist as defined in 641—subrule 41.2(2).

3. May designate a pharmacist (as defined in 641—subrule 41.2(2)) as an authorized nuclear
pharmacist if the individual is identified as of July 9, 1997, as an “authorized user” on a nuclear phar-
macy license issued by the agency, the Nuclear Regulatory Commission or an Agreement State.
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(3) A licensee shall possess and use instrumentation to measure the radioactivity of radioactive
drugs.  The licensee shall have procedures for use of the instrumentation to measure the radioactivity of
radioactive drugs.  The licensee shall have procedures for use of the instrumentation.  The licensee
shall measure, by direct measurement or by combination of measurements and calculations, the
amount of radioactivity in dosages of alpha-, beta-, or photon-emitting radioactive drugs prior to trans-
fer for commercial distribution.  In addition, the licensee shall:

1. Perform tests before initial use, periodically, and following repair, on each instrument for ac-
curacy, linearity, and geometry dependence, as appropriate for the use of the instrument, and make ad-
justments when necessary; and

2. Check each instrument for constancy and proper operation at the beginning of each day of use.
(4) Nothing in this subrule relieves the licensee from complying with applicable FDA, other fed-

eral, and state requirements governing radioactive drugs.
k. Manufacture and distribution of generators or reagent kits for preparation of radiopharmaceu-

ticals containing radioactive material.  Although the agency does not regulate the manufacture and dis-
tribution of reagent kits that do not contain radioactive material, it does regulate the use of such reagent
kits for the preparation of radiopharmaceuticals containing radioactive material as part of its licensing
and regulation of the users of radioactive material.  Any manufacturer of reagent kits that do not con-
tain radioactive material who desires to have their reagent kits approved by the agency for use by per-
sons licensed pursuant to 641—subrule 41.2(33) may submit the pertinent information specified in
39.4(29)“k.”   An application for a specific license to manufacture and distribute generators or reagent
kits containing radioactive material for preparation of radiopharmaceuticals by persons licensed pur-
suant to this chapter for the uses listed in 641—subrule 41.2(33) will be approved if:

(1) The applicant satisfies the general requirements specified in 39.4(25);
(2) The applicant submits evidence that:
1. The generator or reagent kit is to be manufactured, labeled and packaged in accordance with

the Federal Food, Drug and Cosmetic Act or the Public Health Service Act, such as a new drug applica-
tion (NDA) approved by the Food and Drug Administration (FDA), or a “Notice of Claimed Investiga-
tional Exemption for a New Drug” (IND) that has been accepted by the FDA, or

2. The manufacture and distribution of the generator or reagent kit are not subject to the Federal
Food, Drug and Cosmetic Act and the Public Health Service Act;

(3) The applicant submits information on the radionuclide, chemical and physical form, packag-
ing including maximum activity per package, and shielding provided by the packaging of the radioac-
tive material contained in the generator or reagent kit;

(4) The label affixed to the generator or reagent kit contains information on the radionuclide,
quantity, and date of assay; and

(5) The label affixed to the generator or reagent kit, or the leaflet or brochure which accompanies
the generator or reagent kit, contains:

1. Adequate information, from a radiation safety standpoint, on the procedures to be followed
and the equipment and shielding to be used in eluting the generator or processing radioactive material
with the reagent kit, and
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2. A statement that this generator or reagent kit, as appropriate, is approved for use by persons
licensed by the agency pursuant to 641—subrule 41.2(33) or under equivalent licenses of the U.S. Nu-
clear Regulatory Commission, an agreement state, or a licensing state.  The labels, leaflets, or bro-
chures required by 39.4(29)“k” are in addition to the labeling required by the Food and Drug Adminis-
tration (FDA) and they may be separate from or, with the approval of the FDA, may be combined with
the labeling required by the FDA.

l. Manufacture and distribution of sources or devices containing radioactive material for medi-
cal use.  An application for a specific license to manufacture and distribute sources and devices con-
taining radioactive material to persons licensed pursuant to 641—41.2(136C) for use as a calibration or
reference source or for the uses listed in 641—subrules 41.2(41) and 41.2(43) will be approved if:

(1) The applicant satisfies the general requirements in 39.4(25);
(2) The applicant submits sufficient information regarding each type of source or device pertinent

to an evaluation of its radiation safety, including:
1. The radioactive material contained, its chemical and physical form, and amount,
2. Details of design and construction of the source or device,
3. Procedures for, and results of, prototype tests to demonstrate that the source or device will

maintain its integrity under stresses likely to be encountered in normal use and accidents,
4. For devices containing radioactive material, the radiation profile of a prototype device,
5. Details of quality control procedures to ensure that production sources and devices meet the

standards of the design and prototype tests,
6. Procedures and standards for calibrating sources and devices,
7. Legend and methods for labeling sources and devices as to their radioactive content, and
8. Instructions for handling and storing the source or device from the radiation safety standpoint.

These instructions are to be included on a durable label attached to the source or device or attached to a
permanent storage container for the source or device, provided that instructions which are too lengthy
for such label may be summarized on the label and printed in detail on a brochure which is referenced
on the label;

(3) The label affixed to the source or device, or to the permanent storage container for the source or
device, contains information on the radionuclide, quantity, and date of assay, and a statement that the
source or device is licensed by the agency for distribution to persons licensed pursuant to
641—41.2(136C) and 641—subrules 41.2(41) and 41.2(43) or under equivalent licenses of the U.S.
Nuclear Regulatory Commission, an agreement state, or a licensing state, provided that such labeling
for sources which do not require long-term storage may be on a leaflet or brochure which accompanies
the source;

(4) In the event the applicant desires that the source or device be required to be tested for leakage of
radioactive material at intervals longer than six months, the applicant shall include in the application
sufficient information to demonstrate that such longer interval is justified by performance characteris-
tics of the source or device or similar sources or devices and by design features that have a significant
bearing on the probability or consequences of leakage of radioactive material from the source; and
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(5) In determining the acceptable interval for test of leakage of radioactive material, the agency
will consider information that includes, but is not limited to:

1. Primary containment or source capsule,
2. Protection of primary containment,
3. Method of sealing containment,
4. Containment construction materials,
5. Form of contained radioactive material,
6. Maximum temperature withstood during prototype tests,
7. Maximum pressure withstood during prototype tests,
8. Maximum quantity of contained radioactive material,
9. Radiotoxicity of contained radioactive material, and
10. Operating experience with identical sources or devices or similarly designed and constructed

sources or devices.
m. Requirements for license to manufacture and distribute industrial products containing de-

pleted uranium for mass-volume applications.
(1) An application for a specific license to manufacture industrial products and devices containing

depleted uranium for use pursuant to 39.4(21)“d”  or equivalent regulations of the U.S. Nuclear Regu-
latory Commission or an agreement state will be approved if:

1. The applicant satisfies the general requirements specified in 39.4(25);
2. The applicant submits sufficient information relating to the design, manufacture, prototype

testing, quality control procedures, labeling or marking, proposed uses, and potential hazards of the
industrial product or device to provide reasonable assurance that possession, use, or transfer of the de-
pleted uranium in the product or device is not likely to cause any individual to receive in any period of
one calendar quarter a radiation dose in excess of 10 percent of the limits specified in
641—40.15(136C) of these rules; and

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

(2) In the case of an industrial product or device whose unique benefits are questionable, the
agency will approve an application for a specific license under 39.4(29)“m”  only if the product or de-
vice is found to combine a high degree of utility and low probability of uncontrolled disposal and dis-
persal of significant quantities of depleted uranium into the environment.

(3) The agency may deny any application for a specific license under 39.4(29)“m”  if the end
use(s) of the industrial product or device cannot be reasonably foreseen.

(4) Each person licensed pursuant to 39.4(29)“m” (1) shall:
1. Maintain the level of quality control required by the license in the manufacture of the industrial

product or device, and in the installation of the depleted uranium into the product or device;
2. Label or mark each unit to:
� Identify the manufacturer of the product or device and the number of the license under which the

product or device was manufactured, the fact that the product or device contains depleted uranium, and
the quantity of depleted uranium in each product or device; and
IAC 8/3/94, 6/4/97
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� State that the receipt, possession, use, and transfer of the product or device are subject to a gener-
al license or the equivalent and the regulations of the U.S. Nuclear Regulatory Commission or an
agreement state;

3. Ensure that the depleted uranium before being installed in each product or device has been im-
pressed with the following legend clearly legible through any plating or other covering:  “Depleted
Uranium”;

4. Furnish a copy of the general license contained in 39.4(21)“d”  and a copy of the agency form
used to register the device to each person to whom the person transfers depleted uranium in a product or
device for use pursuant to the general license contained in 39.4(21)“d,”  or furnish a copy of the general
license contained in the U.S. Nuclear Regulatory Commission’s or agreement state’s regulation equiv-
alent to 39.4(21)“d” and a copy of the U.S. Nuclear Regulatory Commission’s or agreement state’s
certificate, or alternatively, furnish a copy of the general license contained in 39.4(21)“d”  and a copy
of the agency form used to register to each person to whom the person transfers depleted uranium in a
product or device for use pursuant to the general license of the U.S. Nuclear Regulatory Commission or
an agreement state, with a note explaining that use of the product or device is regulated by the U.S.
Nuclear Regulatory Commission or an agreement state under requirements substantially the same as
those in 39.4(21)“d” ;

5. Report to the agency all transfers of industrial products or devices to persons for use under the
general license in 39.4(21)“d.”   Such report shall identify each general licensee by name and address,
an individual by name and position who may constitute a point of contact between the agency and the
general licensee, the type and model number of device transferred, and the quantity of depleted ura-
nium contained in the product or device.  The report shall be submitted within 30 days after the end of
each calendar quarter in which such a product or device is transferred to the generally licensed person.
If no transfers have been made to persons generally licensed under 39.4(21)“d”  during the reporting
period, the report shall so indicate;

6. Report to the U.S. Nuclear Regulatory Commission all transfers of industrial products or de-
vices to persons for use under the U.S. Nuclear Regulatory Commission general license in Section
40.25 of 10 CFR Part 40; and shall report to the responsible state agency all transfers of devices
manufactured and distributed pursuant to 39.4(29)“m”  for use under a general license in that state’s
regulations equivalent to 39.4(21)“d.”  Such report shall identify each general licensee by name and
address, an individual by name and position who may constitute a point of contact between the agency
and the general licensee, the type and model number of the device transferred, and the quantity of de-
pleted uranium contained in the product or device.  The report shall be submitted within 30 days after
the end of each calendar quarter in which such product or device is transferred to the generally licensed
person.  If no transfers have been made to U.S. Nuclear Regulatory Commission licensees during the
reporting period, this information shall be reported to the U.S. Nuclear Regulatory Commission.  If no
transfers have been made to general licensees within a particular agreement state during the reporting
period, this information shall be reported to the responsible agreement state agency upon the request of
that agency; and
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7. Keep records showing the name, address, and point of contact for each general licensee to
whom the person transfers depleted uranium in industrial products or devices for use pursuant to the
general license provided in 39.4(21)“d”  or equivalent regulations of the U.S. Nuclear Regulatory
Commission or an agreement state.  The records shall be maintained for a period of two years and shall
show the date of each transfer, the quantity of depleted uranium in each product or device transferred,
and compliance with the report requirements of 641—Chapters 39 and 40.

39.4(30)  Reserved.
39.4(31)  Issuance of specific licenses.
a. Upon a determination that an application meets the requirements of the Iowa Code and the

rules of the agency, the agency will issue a specific license authorizing the proposed activity in such
form and containing such conditions and limitations as it deems appropriate or necessary.

b. The agency may incorporate in any license at the time of issuance, or thereafter by appropriate
rule, regulation, or order, such additional requirements and conditions with respect to the licensee’s
receipt, possession, use, and transfer of radioactive material subject to this chapter as it deems ap-
propriate or necessary in order to:

(1) Minimize danger to public health and safety or property;
(2) Require such reports and the keeping of such records, and to provide for such inspections of

activities under the license as may be appropriate or necessary; and
(3) Prevent loss or theft of material subject to this chapter.
39.4(32)   Specific terms and conditions of licenses.
a. Each license issued pursuant to this chapter shall be subject to all the provisions of the Iowa

Code, now or hereafter in effect, and to all rules, regulations, and orders of the agency.
b. No license issued or granted under this chapter and no right to possess or utilize radioactive

material granted by any license issued pursuant to this chapter shall be transferred, assigned, or in any
manner disposed of, either voluntarily or involuntarily, directly or indirectly, through transfer of con-
trol of any license to any person unless the agency shall, after securing full information, find that the
transfer is in accordance with the provisions of the Iowa Code, now or hereafter in effect, and to all
valid rules, regulations, and orders of the agency, and shall give its consent in writing.

c. Each person licensed by the agency pursuant to this chapter shall confine use and possession of
the material licensed to the locations and purposes authorized in the license.

d. Each licensee shall notify the agency in writing when the licensee decides to permanently dis-
continue all activities involving materials authorized under the license.

e. Each licensee shall notify the agency in writing immediately following the filing of a voluntary
or involuntary petition for bankruptcy under any Chapter of Title 11 (Bankruptcy) of the United States
Code by or against:

(1) The licensee;
(2) An entity (as that term is defined in 11 U.S.C. 101(14)) controlling the licensee or listing the

license or licensee as property of the estate; or
(3) An affiliate (as that term is defined in 11 U.S.C. 101(2)) of the licensee.
f. The notification specified in 39.4(32)“e”  shall indicate the bankruptcy court in which the peti-

tion for bankruptcy was filed and the date of the filing of the petition.
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39.4(33)  Expiration and termination of licenses and decommissioning of sites and separate build-
ings or outdoor areas.

a. Each specific license expires at the end of the day on the expiration date stated in the license
unless the licensee has filed an application for renewal under 39.4(33) not less than 30 days before the
expiration date stated in the existing license.  If an application for renewal has been filed at least 30 days
before the expiration date stated in the existing license, the existing license expires at the end of the day
on which the agency makes a final determination to deny the renewal application or, if the determina-
tion states an expiration date, the expiration date stated in the determination.

b. Each specific license revoked by the agency expires at the end of the day on the date of the
agency’s final determination to revoke the license, or on the expiration date stated in the determination,
or as otherwise provided by agency order.

c. Each specific license continues in effect, beyond the expiration date if necessary, with respect
to possession of by-product material until the agency notifies the licensee in writing that the license is
terminated.  During this time, the licensee shall:

(1) Limit actions involving by-product material to those related to decommissioning; and
(2) Continue to control entry to restricted areas until they are suitable for release in accordance

with state of Iowa requirements.
d. Within 60 days of the occurrence of any of the following, each licensee shall provide notifica-

tion to the agency in writing of such occurrence, and either begin decommissioning its site, or any sepa-
rate building or outdoor area that contains residual radioactivity so that the building or outdoor area is
suitable for release in accordance with the state of Iowa requirements, or submit within 12 months of
notification a decommissioning plan, if required by 39.4(33)“j”  and begin decommissioning upon ap-
proval of that plan if:

(1) The license has expired pursuant to 39.4(33)“a”  or “b” ;
(2) The licensee has decided to permanently cease principal activities, as defined in

641—38.2(136C) at the entire site or in any separate building or outdoor area that contains residual
radioactivity such that the building or outdoor area is unsuitable for release in accordance with state of
Iowa requirements;

(3) No principal activities under the license have been conducted for a period of 24 months; or
(4) No principal activities have been conducted for a period of 24 months in any separate building

or outdoor area suitable for release in accordance with State of Iowa requirements.
e. Coincident with the notification required by 39.4(33)“d,”  the licensee shall maintain in effect

all decommissioning financial assurances established by the licensee pursuant to subrule 39.4(26) in
conjunction with a license issuance or renewal or as required by this subrule.  The amount of the finan-
cial assurance must be increased, or may be decreased, as appropriate, to cover the detailed cost esti-
mate for decommissioning established pursuant to paragraph 39.4(33)“g.”

(1) Any licensee who has not provided financial assurance to cover the detailed cost estimate sub-
mitted with the decommissioning plan shall do so when this rule becomes effective on July 9, 1997.

(2) Following approval of the decommissioning plan, a licensee may reduce the amount of the
financial assurance as decommissioning proceeds and radiological contamination is reduced at the site
with the approval of the agency.
IAC 6/4/97
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f. The agency may grant a request to extend the time periods established in 39.4(33)“d”  if the
agency determines that this request is not detrimental to the public health and safety and is otherwise in
the public interest.  The request must be submitted no later than 30 days before notification pursuant to
39.4(33)“d.”   The schedule for decommissioning set forth in 39.4(33)“d”  of this subrule may not
commence until the agency has made a determination on the request.

g. A decommissioning plan must be submitted if required by license conditions or if the proce-
dures and activities necessary to carry out decommissioning of the site or separate building or outdoor
area have not been previously approved by the agency and these procedures could increase the poten-
tial health and safety impacts to workers or to the public.

(1) Procedures having potential health and safety impacts include, but are not limited to:
1. Procedures that would involve techniques not applied routinely during cleanup or mainte-

nance operations;
2. Workers that would be entering areas not normally occupied where surface contamination and

radiation levels are significantly higher than routinely encountered during operation;
3. Procedures that could result in significantly greater airborne concentrations of radioactive ma-

terial than are present during operation;
4. Procedures could result in significantly greater releases of radioactive material to the environ-

ment than those associated with operation.
(2) The agency may approve an alternate schedule for submittal of a decommissioning plan re-

quired pursuant to 39.4(33)“d”  of this subrule if the agency determines that the alternate schedule is
necessary to the effective conduct of decommissioning operations and presents no undue risk from
radiation to the public health and safety and is otherwise in the public interest.

(3) Procedures such as those listed in 39.4(33)“g”  with potential health and safety impacts may
not be carried out prior to approval of the decommissioning plan.

(4) The proposed decommissioning plan for the site or separate building or outdoor area must in-
clude:

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

2. A description of planned decommissioning activities;
3. A description of the methods used to ensure protection of workers and the environment against

radiation hazards during decommissioning;
4. A description of the planned final radiation survey; and
5. An updated detailed cost estimate for decommissioning, and a plan for ensuring the availabil-

ity of adequate funds for completion of decommissioning.
6. For decommissioning plans calling for completion of decommissioning later than 24 months

after plan approval, the plan shall include justification for the delay based on the criteria in paragraph
“i”  of this subrule.

(5) The proposed decommissioning plan will be approved by the agency if the information therein
demonstrates that the decommissioning will be completed as soon as practicable and that the health
and safety of workers and the public will be adequately protected.
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h. Except as provided in 39.4(33)“i,”  licensees shall complete decommissioning of the site or
separate building or outdoor area as soon as practicable but no later than 24 months following the initia-
tion of decommissioning.

i. The agency may approve a request for an alternative schedule for completion of decommis-
sioning of the site or separate building or outdoor area, and license termination if appropriate, if the
agency determines that the alternative is warranted by consideration of the following:

(1) It is technically feasible to complete decommissioning within the allotted 24-month period;
(2) Sufficient waste disposal capacity is available to allow completion of decommissioning within

the allotted 24-month period;
(3) A significant volume reduction exposure to workers can be achieved by allowing short-lived

radionuclides to decay;
(4) A significant reduction in radiation exposure to workers can be achieved by allowing short-

lived radionuclides to decay; and
(5) Other site-specific factors which the agency may consider appropriate on a case-by-case basis,

such as the regulatory requirements of other government agencies, lawsuits, groundwater treatment
activities, monitored natural groundwater restoration, actions that could result in more environmental
harm than a deferred cleanup, and other factors beyond the controls of the licensee.

j. As the final step in decommissioning, the licensee shall:
(1) Certify the disposition of all licensed material, including accumulated wastes, by submitting a

completed IDPH Form 588-2793 or equivalent information; and
(2) Conduct a radiation survey of the premises where the licensed activities were carried out and

submit a report of the results of this survey unless the licensee demonstrates that the premises are suit-
able for release in some other manner.  The licensee shall, as appropriate:

1. Report levels of gamma radiation in units of millisieverts (microroentgen) per hour at one me-
ter from surfaces, and report the level of radioactivity, including alpha and beta, in units of disintegra-
tions per minute or microcuries (megabecquerels) per 100 square centimeters (removable and fixed)
for surfaces, microcuries (megabecquerels) per liter for water, and becquerels (picocuries) per gram
for solids such as soils or concrete; and

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

k. Specific licenses, including expired licenses, will be terminated by written notice to the licen-
see when the agency determines that:

(1) By-product material has been properly disposed;
(2) Reasonable effort has been made to eliminate residual radioactive contamination, if present;

and
(3) A radiation survey has been performed which demonstrates that the premises are suitable for

release in accordance with state of Iowa requirements; or other information submitted by the licensee is
sufficient for release in accordance with state of Iowa requirements.

(4) Records required by 39.4(52)“e”  and 39.4(52)“g”  have been received.
l. Prior to license termination, each licensee authorized to possess radioactive material with a

half-life greater than 120 days, in an unsealed form, shall forward the following records to the agency:
(1) Disposal of licensed material (including burials authorized before January 28, 1981), made

under 641—40.71(136C) through 40.74(136C); and
(2) Records required by 641—paragraph 40.82(2)“d.”
m. If licensed activities are transferred or assigned in accordance with 39.4(32)“b,”  each licensee

authorized to possess radioactive material with a half-life greater than 120 days, in an unsealed form,
shall transfer the following records to the new licensee and the new licensee will be responsible for
maintaining these records until the license is terminated:

(1) Records of disposal of licensed material (including burials authorized before January 28,
1981), made under 641—40.71(136C) through 40.74(136C); and
IAC 4/21/99
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(2) Records required by 641—paragraph 40.82(2)“d.”
n. Prior to license termination, each licensee shall forward the records required by 39.4(26)“g”

to the agency.
39.4(34)  Renewal of licenses.
a. Applications for renewal of specific licenses shall be filed in accordance with 39.4(24) and

include the fees required in 641—subrule 38.8(2).
b. In any case in which a licensee, not less than 30 days prior to expiration of an existing license,

has filed an application in proper form for renewal or for a new license authorizing the same activities,
such existing license shall not expire until final action by the agency.

39.4(35)   Amendment of licenses at request of licensee.  Applications for amendment of a license
shall be filed in accordance with 39.4(24), include the fees required in 641—subrule 38.8(2), and shall
specify the respects in which the licensee desires the license to be amended and the grounds for such
amendment.

39.4(36)  Agency action on applications to renew or amend.  In considering an application by a
licensee to renew or amend the license, the agency will apply the criteria set forth in 39.4(25), 39.4(27),
39.4(28), and 39.4(29) and in 641—Chapters 38, 40, 41, 42, 43, 44 and 45, as applicable.

39.4(37)  Persons possessing a license for source, by-product, or special nuclear material in quan-
tities not sufficient to form a critical mass on effective date of these rules.  Any person who, on the
effective date of these rules, possesses a general or specific license issued by the U.S. Nuclear Regula-
tory Commission for source, by-product, or special nuclear material in quantities not sufficient to form
a critical mass, shall be deemed to possess a like license issued under this chapter and the Iowa Code,
such license to expire either 90 days after receipt from the agency of a notice of expiration of such li-
cense, or on the date or expiration specified in the U.S. Nuclear Regulatory Commission license,
whichever is earlier.

39.4(38)   Persons possessing naturally occurring and accelerator-produced radioactive material
on effective date of these rules.  Any person who, on the effective date of these rules, possesses NARM
for which a specific license is required by the Iowa Code or this chapter shall be deemed to possess such
a license issued under the Iowa Code and this chapter.  Such license shall expire 90 days after the effec-
tive date of these rules; provided, however, that if within the 90 days the person possessing such materi-
al files an application in proper form for a license, such existing license shall not expire until the ap-
plication has been finally determined by the agency.

39.4(39) and 39.4(40)  Reserved.
39.4(41)  Transfer of material.
a. No licensee shall transfer radioactive material except as authorized pursuant to 39.4(41).
b. Except as otherwise provided in the license and subject to the provisions of 39.4(41)“c”  and

“d,”  any licensee may transfer radioactive material:
(1) To the agency (a licensee may transfer material to the agency only after receiving prior approv-

al from the agency);
(2) To the U.S. Department of Energy;
(3) To any person exempt from these rules to the extent permitted under such exemption;
(4) To any person authorized to receive such material under terms of a general license or its equiv-

alent, or a specific license or equivalent licensing document, issued by the agency, the U.S. Nuclear
Regulatory Commission, any agreement state or any licensing state, or to any person otherwise autho-
rized to receive such material by the federal government or any agency thereof, the agency, an agree-
ment state, or a licensing state; or

(5) As otherwise authorized by the agency in writing.
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c. Before transferring radioactive material to a specific licensee of the agency, the U.S. Nuclear
Regulatory Commission, an agreement state or a licensing state, or to a general licensee who is re-
quired to register with the agency, the U.S. Nuclear Regulatory Commission, an agreement state or a
licensing state prior to receipt of the radioactive material, the licensee transferring the material shall
verify that the transferee’s license authorizes the receipt of the type, form, and quantity of radioactive
material to be transferred.

d. Any of the following methods for the verification required by 39.4(41)“c”  is acceptable:
(1) The transferor may possess and read a current copy of the transferee’s specific license or regis-

tration certificate.
(2) The transferor may possess a written certification by the transferee that the transferee is autho-

rized by license or registration certificate to receive the type, form, and quantity of radioactive material
to be transferred, specifying the license or registration certificate number, issuing agency, and expira-
tion date.

(3) For emergency shipments, the transferor may accept oral certification by the transferee that the
transferee is authorized by license or registration certificate to receive the type, form, and quantity of
radioactive material to be transferred, specifying the license or registration certificate number, issuing
agency, and expiration date, provided that the oral certification is confirmed in writing within ten days.

(4) The transferor may obtain other information compiled by a reporting service from official rec-
ords of the agency, the U.S. Nuclear Regulatory Commission, an agreement state, or a licensing state
regarding the identity of licensees and the scope and expiration dates of licenses and registration.

(5) When none of the methods of verification described in 39.4(41)“d” (1) through (4) are readily
available or when a transferor desires to verify that information received by one of such methods is
correct or up to date, the transferor may obtain and record confirmation from the agency, the U.S. Nu-
clear Regulatory Commission, an agreement state, or a licensing state that the transferee is licensed to
receive the radioactive material.

e. Shipment and transport of radioactive material shall be in accordance with the provisions of
641—39.5(136C).

39.4(42) to 39.4(50)  Reserved.
39.4(51)  Modification and revocation of licenses.
a. The terms and conditions of all licenses shall be subject to amendment, revision, or modifica-

tion or the license may be suspended or revoked by reason of amendments to the Iowa Code, or by
reason of rules, regulations, and orders issued by the agency.

b. Any license may be revoked, suspended, or modified, in whole or in part, for any material false
statement in the application or any statement of fact required under provisions of the Iowa Code, or
because of conditions revealed by such application or statement of fact or any report, record, or inspec-
tion or other means which would warrant the agency to refuse to grant a license on an original applica-
tion, or for violation of, or failure to observe any of the terms and conditions of the Iowa Code, or of the
license, or of any rule, regulation, or order of the agency.

c. Except in cases of willfulness or those in which the public health, interest or safety requires
otherwise, no license shall be modified, suspended, or revoked unless, prior to the institution of pro-
ceedings therefor, facts or conduct which may warrant such action shall have been called to the atten-
tion of the licensee in writing and the licensee shall have been accorded an opportunity to demonstrate
or achieve compliance with all lawful requirements.
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39.4(52)   Records.
a. Each person who receives by-product material pursuant to a license shall keep records show-

ing the receipt, transfer, and disposal of the by-product material as follows:
(1) The licensee shall retain each record of receipt of by-product material as long as the material is

possessed and for three years following transfer or disposal of material.
(2) The licensee who transferred the material shall retain each record of transfer for three years

after each transfer unless a specific requirement in another part of these rules dictates otherwise.
(3) The licensee who disposed of the material shall retain each record of disposal of by-product

material until the agency terminates each license that authorizes disposal of the material.
b. The licensee shall retain each record that is required by these rules or by license condition for

the period specified by the appropriate rule or license condition; the record must be retained until the
agency terminates each license that authorizes the activity that is subject to the record-keeping require-
ments.

c. Records which must be maintained may be the original or a reproduced copy or microfilm if
such reproduced copy or microfilm is duly authenticated by authorized personnel and the microfilm is
capable of producing a clear and legible copy after storage for the period specified by agency regula-
tions.  The record may also be stored in electronic media with the capability for producing legible, ac-
curate, 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
licensee shall maintain adequate safeguards against tampering with and loss of records.

d. If there is a conflict between the agency’s rules or other written agency approval or authoriza-
tion pertaining to the retention period for the same type of record, the retention period specified in these
rules for such records shall apply unless the agency has granted a specific exemption from the record
retention requirements specified in agency rules.

e. Prior to license termination, each licensee authorized to possess radioactive material with a
half-life greater than 120 days, in an unsealed form, shall forward the following records to the agency:

(1) Records of disposal of licensed material made under 641—40.71(136C) (including burials au-
thorized before January 28, 1981) to 641—40.74(136C); and

(2) Records required by 641—paragraph 40.82(2)“d.”
f. If licensed activities are transferred or assigned, each licensee authorized to possess radioac-

tive material, with a half-life greater than 120 days, in an unsealed form, shall transfer the following
records to the new licensee and the new licensee will be responsible for maintaining these records until
the license is terminated:

(1) Records of disposal of licensed material made under 40.71(136C) (including burials autho-
rized before January 28, 1981) to 641—40.74(136C); and

(2) Records required by 641—paragraph 40.82(2)“d.”
g. Prior to license termination, each licensee shall forward the records required by subrule

39.4(26) to the agency.
39.4(53) to 39.4(89)  Reserved.
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39.4(90)   Reciprocal recognition of licenses.
a. Licenses of by-product, source, and special nuclear material in quantities not sufficient to form

a critical mass.
(1) Subject to 641—Chapter 39, any person who holds a specific license from the U.S. Nuclear

Regulatory Commission or an agreement 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 such
licensing document within this state for a period not in excess of 180 days in a one-year period.  The
one-year period starts on the day the licensee’s reciprocity fee, as specified in 641—subrule 38.8(8), is
received by the agency and ends exactly 365 days later.  Licensees are responsible for ensuring they do
not exceed the 180-day limit within the one-year period and must apply for renewal 30 days prior to the
expiration date of the one-year reciprocal recognition period.  Out-of-state persons wishing to operate
in the state in excess of 180 calendar days must obtain an Iowa radioactive materials license, which
requires that the person have a permanent office in Iowa where records are maintained pertaining to
licensed activities and where material can be stored, and must have at least one full-time employee and
a telephone.

(2) The licensing document referenced in 39.4(90)“a” (1) shall not limit the activity authorized by
such document to specified installations or locations.

(3) The out-of-state licensee shall notify the agency in writing at least three days prior to engaging
in activities in the state.  Such notification shall indicate the location, period, and type of proposed pos-
session and use within the state, and shall be accompanied by a copy of the pertinent licensing docu-
ment initially.  If, for a specific case, the three-day period would impose an undue hardship on the out-
of-state licensee, the licensee may, upon application to the agency, obtain permission to proceed
sooner.  The agency may waive the requirement for filing additional written notifications during the
remainder of the one-year reciprocity period following the receipt of the initial notification from a per-
son engaging in activities under the general license provided by 39.4(90)“a.”

(4) The out-of-state licensee shall comply with all applicable rules of the agency and with all the
terms and conditions of the licensing document, except any such terms and conditions which may be
inconsistent with applicable rules of the agency.

(5) The out-of-state licensee shall supply other information as the agency may request.
(6) The out-of-state licensee shall not transfer or dispose of radioactive material possessed or used

under the general license provided by 39.4(90)“a” except by transfer to a person:
1. Specifically licensed by the agency, another agreement state or the U.S. Nuclear Regulatory

Commission to receive such material, or
2. Exempt from the requirements for a license for such material under 39.4(3)“a.”
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(7) Notwithstanding the provisions of 39.4(90)“a” (1), any person who holds a specific license
issued by the U.S. Nuclear Regulatory Commission or an agreement state authorizing the holder to
manufacture, transfer, install, or service a device described in 39.4(22)“d” (1) within areas subject to
the jurisdiction of the licensing body is hereby granted a general license to install, transfer, demon-
strate, or service such a device in this state provided that:

1. Such person shall file a report with the agency 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 trans-
ferred, and the quantity and type of radioactive material contained in the device;

2. The device has been manufactured, labeled, installed, and serviced in accordance with appli-
cable provisions of the specific license issued to such person by the U.S. Nuclear Regulatory Commis-
sion or an agreement state;

3. Such person shall ensure that any labels required to be affixed to the device under regulations
of the authority which licensed manufacture of the device bear a statement that “Removal of this label
is prohibited”; and

4. The holder of the specific license shall furnish to each general licensee to whom the holder
transfers such device or on whose premises the holder installs such device a copy of the general license
contained in 39.4(22)“d”  or in equivalent regulations of the agency having jurisdiction over the
manufacture and distribution of the device.

(8) The agency may withdraw, limit, or qualify its acceptance of any specific license or equivalent
licensing document issued by the U.S. Nuclear Regulatory Commission or an agreement state, or any
product distributed pursuant to such licensing document, upon determining that such action is neces-
sary in order to prevent undue hazard to public health and safety or property.

(9) The agency may revoke or suspend an out-of-state radiographer’s ID card issued by the U.S.
Nuclear Regulatory Commission, a licensing state, or another agreement state in accordance with the
provisions of 641—45.1(10)“h.”

b. Licenses of naturally occurring or accelerator-produced radioactive material.
(1) Subject to 641—Chapter 39, any person who holds a specific license from the U.S. Nuclear

Regulatory Commission or an agreement 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 such
licensing document within this state for a period not in excess of 180 days in a one-year period.  The
one-year period starts on the day the licensee’s reciprocity fee, as specified in 641—subrule 38.8(8), is
received by the agency and ends exactly 365 days later.  Licensees are responsible for ensuring they do
not exceed the 180-day limit within the one-year period and must apply for renewal 30 days prior to the
expiration date of the one-year reciprocal recognition period.  Out-of-state persons wishing to operate
in the state in excess of 180 calendar days must obtain an Iowa radioactive materials license, which
requires that the person have a permanent office in Iowa where records are maintained pertaining to
licensed activities and where material can be stored, and must have at least one full-time employee and
a telephone.
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(2) The licensing document referenced in 39.4(90)“a” (1) shall not limit the activity authorized by
such document to specified installations or locations.

(3) The out-of-state licensee shall notify the agency in writing at least three days prior to engaging
in activities in the state.  Such notification shall indicate the location, period, and type of proposed pos-
session and use within the state, and shall be accompanied by a copy of the pertinent licensing docu-
ment initially.  If, for a specific case, the three-day period would impose an undue hardship on the out-
of-state licensee, the licensee may, upon application to the agency, obtain permission to proceed
sooner.  The agency may waive the requirement for filing additional written notifications during the
remainder of the one-year reciprocity period following the receipt of the initial notification from a per-
son engaging in activities under the general license provided by 39.4(90)“b.”

(4) The out-of-state licensee shall comply with all applicable rules of the agency and with all the
terms and conditions of the licensing document, except any such terms and conditions which may be
inconsistent with applicable rules of the agency.

(5) The out-of-state licensee shall supply other information as the agency may request.
(6) The out-of-state licensee shall not transfer or dispose of radioactive material possessed or used

under the general license provided by 39.4(90)“b”  except by transfer to a person:
1. Specifically licensed by the agency, another agreement state or the U.S. Nuclear Regulatory

Commission to receive such material, or
2. Exempt from the requirements for a license for such material under 39.4(3)“a.”
(7) Notwithstanding the provisions of 39.4(90)“b” (1), any person who holds a specific license

issued by the U.S. Nuclear Regulatory Commission or an agreement state authorizing the holder to
manufacture, transfer, install, or service a device described in 39.4(22)“d” (1) within areas subject to
the jurisdiction of the licensing body is hereby granted a general license to install, transfer, demon-
strate, or service such a device in this state provided that:

1. Such person shall file a report with the agency 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 trans-
ferred, and the quantity and type of radioactive material contained in the device;

2. The device has been manufactured, labeled, installed, and serviced in accordance with appli-
cable provisions of the specific license issued to such person by the U.S. Nuclear Regulatory Commis-
sion or an agreement state;

3. Such person shall ensure that any labels required to be affixed to the device under regulations
of the authority which licensed manufacture of the device bear a statement that “Removal of this label
is prohibited”; and

4. The holder of the specific license shall furnish to each general licensee to whom the holder
transfers such device or on whose premises the holder installs such device a copy of the general license
contained in 39.4(22)“d”  or in equivalent regulations of the agency having jurisdiction over the
manufacture and distribution of the device.
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(8) The agency may withdraw, limit, or qualify its acceptance of any specific license or equivalent
licensing document issued by the U.S. Nuclear Regulatory Commission or an agreement state, or any
product distributed pursuant to such licensing document, upon determining that such action is neces-
sary in order to prevent undue hazard to public health and safety or property.

(9) The agency may revoke or suspend an out-of-state radiographer’s ID card issued by the U.S.
Nuclear Regulatory Commission, a licensing state, or another agreement state in accordance with the
provisions of 641—45.1(10)“h.”

39.4(91) to 39.4(104) Reserved.

641—39.5(136C)  Transportation of radioactive material.
39.5(1) Purpose and scope.  This rule establishes requirements for packaging, preparation for

shipment, and transportation of radioactive material and applies to any person who transports radioac-
tive material or delivers radioactive material to a carrier for transport.  All references to Code of Federal
Regulations(CFRs) in this rule are those in effect as of September 1, 1992.

39.5(2) Definitions.  As used in this rule, the following definitions apply:
“Carrier” means a person engaged in the transportation of passengers or property by land or water

as a common, contract, or private carrier, or by civil aircraft.
“Closed transport vehicle” means a transport vehicle equipped with a securely attached exterior

enclosure that during normal transportation restricts the access of unauthorized persons to the cargo
space containing the radioactive material.  The enclosure may be either temporary or permanent but
shall limit access from top, sides, and ends.  In the case of packaged materials, it may be of the “see-
through” type.

“Exclusive use” means the sole use of a conveyance by a single consignor and for which all initial,
intermediate, and final loading and unloading are carried out in accordance with the direction of the
consignor or consignee.  The term “exclusive use” is used interchangeably with the terms “sole use” or
“full load” in other regulations, such as Title 49 of the Code of Federal Regulations.

“Fissile material”  means any special nuclear material consisting of or containing one or more fis-
sile radionuclides.  Fissile radionuclides are plutonium-238, plutonium-239, plutonium-241, ura-
nium-233, and uranium-235.  Neither natural nor depleted uranium is fissile material.  Agency juris-
diction extends only to special nuclear material if quantities are not sufficient to form a critical mass as
defined in 641—Chapter 38.

a. Fissile Class I:  A package which may be transported in unlimited numbers and in any arrange-
ment, and which requires no nuclear criticality safety controls during transportation.  A transport index
is not assigned for purposes of nuclear criticality safety but may be required because of external radi-
ation levels.

b. Fissile Class II:  A package which may be transported together with other packages in any ar-
rangement but, for criticality control, in numbers which do not exceed an aggregate transport index of
50.  These shipments require no other nuclear criticality safety control during transportation.  Individu-
al packages may have a transport index not less than 0.1 and not more than 10.

“Low specific activity material” means any of the following:
a. Uranium or thorium ores and physical or chemical concentrates of those ores;
b. Unirradiated natural or depleted uranium or unirradiated natural thorium;
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c. Tritium oxide in aqueous solutions provided the concentration does not exceed 5.0 millicuries
(185 MBq) per milliliter;

d. Material in which the radioactivity is essentially uniformly distributed and in which the esti-
mated average concentration per gram of contents does not exceed:

(1) 0.0001 millicurie (3.7 kBq) of radionuclides for which the A2 quantity in Appendix E of this
chapter is not more than 0.05 curie (1.85 GBq);

(2) 0.005 millicurie (185 kBq) of radionuclides for which the A2 quantity in Appendix E of this
chapter is more than 0.05 curie (1.85 GBq) but not more than 1 curie (37 GBq); or

(3) 0.3 millicurie (11.1 MBq) of radionuclides for which the A2 quantity in Appendix E of this
chapter is more than 1 curie (37 GBq);

e. Objects of nonradioactive material externally contaminated with radioactive material, pro-
vided that the radioactive material is not readily dispersible, and the surface contamination, when aver-
aged over an area of 1 square meter, does not exceed 0.0001 millicurie per square centimeter (3.7 kBq/
cm2) of radionuclides for which the A2 quantity in Appendix E of this chapter is not more than 0.05
curie (1.85 GBq) or 0.001 millicurie per square centimeter (37 kBq/cm2) for other radionuclides.


