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Summary of Findings

In March 1894, U. S. Nuclear Regulatory Commission (NRC) regulations, the
Suggested State Regulations (SSR), and Agreement State (State) regulations were
evaluated to determine the uniformity of requirements pertaining to items licensed
and distributed under the general license (GL) as described in

10 CFR 31.5. A total of 21 (72.4 percent) of the 29 Agreement States
participated in the comparison.

The focus of the comparison was sections 10 CFR 31.5, 32.51, 32.51(a), and
32.52. The State and SSR regulations were compared to the NRC sections listed
above. The Agreement States provided their state regulations equivalent to those
listed and information on fees, inspections, and other tracking procedures. In
addition, several respondents included suggestions for improvement of the GL
program in general.

The requirements of the SSR were found to be equivalent to those of NRC, except
for the substitution of the use of radioactive material for byproduct material, and
wording differences in reference to applicable sections of State Codes or Agencies.
In addition, the SSR omits reference to the importation of devices. These types of
differences were also found in the State regulations and were not considered
omissions for the purposes of the comparison.

Only the State of Texas had regulations thut contained significant differences from
the NRC regulations. The major difforence was that the Texas regulations
pertaining to certain GL devices, oth *r than gauges, that are designed and
manufactured for the purpose of producing light or an ionized atmosphere were
treated in a third category of the State’s equivalent to 10 CFR 31.3. In the NRC
regulations, 10 CFR 31.3 allows the licensee to possess, without the requirements
of 10 CFR 31.5, certain static elimination devices and ion generating tubes.
Licenses under 10 CFR 31.3 can be issued only by the NRC.

Nevada anc New York regulations (9.6 percent) contain the same requirements
although they do not follow the NRC format and wording. All other participating
State regulations (85.6 percent) maintain the requirements of the NRC regulations,
in the same or very similar format and wording.

Of the participating States, twelve had additional requirements imposed on the
general li_ensee. These included, but were not limited to, the use of fees,
inspections, and tracking or registration systems. In many cases, the additional
requirements were not referenced in the regulations received. The purpose of
many of these systems has been to provide both financial and informational
support of the GL program. The State of Texas required that licensees maintain
assignment records for portable or mobile devices including serial number, location,



dates assigned to location, kept both at the address in the GLA and at the
temporary site. The licensees must also keep a copy of the operating and
instruction manual at each temporary site.

Several States included suggestions for improvement to the GL program. A major
concern expressed was the widespread problem that a large proportion of general
licensees do not understend or recognize that they are in possession of radioactive
material, and that they may not follow the proper methods for disposing of and
transferring the devices. It has been indicated that statements made in
distributor’s sales literature and changing personnel are two of the major
contributors to the problem. Suggested solutions to these problems include
tracking or registration systems, fees, facility inspections, phone or mail
verifications, a restriction on the limits of certain isotopes and uses, and the
elimination of the GL program. Some of these solutions are already practiced to
varying degrees in a few States, and are in the proposed rule change to 31.5 and
32.51.



Discussion

This report presents the findings of the general license comparison between the
Nuclear Regulatory Commission (NRC) regulations, the Suggested State Regulations
(SSR), and current Agreement State (State) regulations pertaining to items licensed
and distributed under the general license (GL) as described in 10 CFR 31 5. A total
of 21 (72.4 percent) of the 29 Agreement States participated in the comparison.
These States were: Alabama, Arizona, Arkansas, Colorado, Florida, Georgia,
linois, lowa, Kansas, Kentucky, Louisiana, Mississippi, Nebraska, Nevada, New
Mexico, New York Dept. of Labor, North Carolina, Rhode Island, Tennessee, Texas,
and Utah.

Section 1 is a summary list of the comparison including assessment of the content
match and existence of additional requirements imposed by the States. A code of
1 indicates that the regulations z a essentially the same in content, except for the
substitution of the use of radioactive material for byproduct material and wording
differences in reference to applicable sections of State codes or agencies. These
differences are common to all the States and are explained in greater detail in
Scctions 2 and 3 of this report. The codes used in this list are not intended to
correspond to any NRC regulation Compatibility rating system. Section 2 of this
report is a comparison between NRC regulations and the guidance offered in tne
SSR. Section 3 is a Colaparison of NRC and State regulations. Section 4 is a
description of any additional requirements imposed by the States. Appendix A



Saction 1 - Comparison Summary List of Participating States

tracking
(cooes
below)
occasional- selected licensees
if also have specific license or
history of problems
$10C/yr/facility b
$20/yr/device, except 5 yrs, except exit signs b
exit signs
$100/yr Hacility, b
except exit signs
4
"catch-as-catch-can” b
$75/yr, includes exit at least one time, except exit signs c
signs
$150/yr 4-5 yrs o
requested in next
budgct
$75/yr, except exit 3-4 yrs, exit signs if also have c
signs specific license
$200/tacility-initial
$50/tacility-5 yrs non-responders to state registration ©
rOCess or surve

Key:

NS - not sent with information received from State
1 - content same (see Section 3)
2 - differences in content (see Section 3)

Explanation of the tracking system codes:
- phone survey about every 5 yrs
database only
form sent to those on lists from manufacturer's quarterly distribution reports
General License Acknowledgement (GLA) - says initial fee only, but also says the GLA expires (time himit
not prowded)
form sent to thosa on lists from manufacturer’s quarterly distribution reports plus mail survey

anoe



Section 2 - Comparison Between NRC and SSR

The requirements of the SSR were found to be equivalent to those of NRC. The
differences aside {;om minor wording changes are as follows:

The SSR includes the words "to own" when referring to the receipt of the
devices.

- The SSR omits the use of “initially transferred" and substitutes "distributed”
in the NRC phrase "manufactured and initially transferred"”.

- The substitution of the use of radioactive material for byproduct material
occurred to some degree in all of the regulations examined. The term
radioactive material is used versus byproduct material in order to cover all of
the hazards that States can regulate, including naturally occurring and
accelerator-produced material (NARM), naturally occurring radioactive
material (NORM), and byproduct material.

The SSR references the home state in place of the NRC.

Because of differences in format and numbering of sections in the State
codes, references to additional provisions are not the same. Since it would
have been beyond the scope of this comparison, the statements tying in
additional provisions were checked only for similarity of form. The individual
provisions were not checked for equivalence.

The SSR omits reference to the importation of devices.

NRC and Licensing State are included in references to other licensing bodies,
to recipients of transfer reports, and to distribution outside the home state.
The Conference of Radiation Control Program Directors, Inc. (CRCPD) is a
conglomeration of State representatives that set standards for State NARM
and NORM programs. The term 'Licensiru State"” refers to any State
approved by the CRCPD to regulate NARM and NORM the way NRC
regulates byproduct material. A state can be a Licensing State without being
an Agreement State, although as of January 1993 there are no such cases.

The SSR indicates that records for leak tests, on-off mechanisms, and any
other tests required by the 12 CFR 31.5 equivalent regulations should be
kept for one, one, and two years, respectively. The NRC regulations indicate
that all of the above records should be kept for three years. This difference
exists because of an increase in the number of years required to keep these
r:cogds in the NRC regulations. The change was not required to be made by
the States.

The SSR does not include reference in the 10 CFR 31.5(c)(3) equivalent to
the tests for leakage and proper operation of the on-off mechanism and
indicator as required in 10 CFR 31.5(c)(2). The 10 CFR 31.5(c)(3)
equivalent specifies only "other tests”. Therefore, the SSR doesn’t
specifically require that the leak and on-off tests are performed according to
the device labels, or by a person specifically licensed to perform the
activities. See Subdivision C.22d.iii.(2) and (3) on pages C13 and C14 of




the Suggested State Regulations, Volume | dated January 1991 for exact
wording.

The differences listed above were found to be ~ommon in the State regulations and
were determined to be format changes not alte. g the content of the regulation.
They were not considered differences for the pur; oses of the State compari=sn,
See Appendix C for the checklist prepared of the SSR differences. Appendix C
does not always include r=ference to these types of differences.




Section 3 - Comparison Between NRC and States

The comparison for the States includad only those differences in axcess of the
points listed for the SSR comparison.

Only the State of Texas had reaulations that contained a significant difference from
the NRC regulations. The “'tate o) Texas regulations equivalent to 10 CFR 31.5
does not address devices deigner and manufactured for the purpose of producing
light or an ionized atmosphers i..e. exit signs, gas chromatographs). The State of
Texas equivalent to 10 CFR 37.3, which is a Division | compatibility item and
covers static eliminators a7.d ion generating tubes, has been expanded to include
these items as a third category. In the NRC regulations, 10 CFR 31.3 allows the
licenses to possess, without the requirements of 10 CFR 31.5, certain static
elimination devices and ion generating tubes. |.cences under 10 CFR 31.3 can be
issued only by the NRC. In the Texas regulation, additional requirements
containing a subset of 10 CFR 1.5 are added as a subsection under the thirc
category only. The subsection 24dr;sses the same requirements that the State
covers in ite 10 CFR 31.5 equivaleni ex zept for the following:

The “tate o/ Texas's 1C CFR 37.3 equivalent is subject to fewer additional
state provisions than the 10 ZFR 31.5 equivalent. These include requiring
fees, registration, and additional record-keeping.

There are no restrictions listed on who may receive these items under a
general license.

These differences and the inclusion of these items in the 10 CFR 31.3 equivalent
regulation results in the following:

These items are omitted from the registration and fee requirement impnsed
on the items covered under the Texas regulation.

The distribution license for these items must be issued by NRC.

The general license to transfer, receive, acquire, possess, and use these
devices are not limited by the phrase "...to commercial and industrial firms
and to research, educational, and madical institutions, individuals in the
conduct of their business, anu state or local government agencies...".

The State of Nevada and the State of New York regulations (9.6 percent) contained
the same requirements although they do not follov. the NRC wording. A difference
noted in the State of New York’s regulations is that devices containing certain
levels of beta-, or gamma-emitting materials other than tritium, or certain levels of
alpha-emitting materials are not specified as exempt from leak testing.

All othe: participating States’ regulations (85.6 parcent) maintain all of the
requirements of the NRC regulations, in an equivalent form.




Section 4 - Additional State Requirements

In addition to the minimum requirements as determined by the SSR and NRC
regulations, 13 (61.9 percent) of the 21 States participating had additional systems
in place covering inspections, fees, and tracking (discussed below). The State of
Texas required that licensees maintain assignmant records for portable or mobile
devices including serial rumber, location, dates assigned to location, kept both at
the address in the GLA and at the temporary site. The licensees must also keep a
copy of the operating and instruction manual at each temporary site.

A total of eight States have some type of fees system in place. Six States “ave
annual fees per facility ranging from $12 ta 5150, one State has a $20 annual fee
per device, and one State has a $2C0 initial fee only. One State has reguested
fees to be added to the £4-95 budget. The fees were assumed to be facility fees if
no positive confirmation could be found otherwise. In most cases, there are no
fees charged for exit signs.

Several of the ‘participatin? States indicated that they would inspect GL items if
conducting an inspection for a specific license at the same facility or in the same
general area. Eight States have some type of inspection frequency, other than
event related, on general licensees, with three States indicating that they do not
inspect exit signs. Three of the eight indicate that they attempt to inspect at least
once or have a random selection process for determining facilities to inspect.
Three States inspect on a regular frequency ranging from 3 to 5 years. One State
will inspect for GL items only if there is a history of problems. The final State will
inspect those licensees that fail to respond to the State’s registration process.

Eleven Ctates indicated the use ot some type of tracking or ro?istration system.
Four of the 11 indicated use of a database tracking system only. One State uses
only a mail survey approximately every 5 years to update information. Six States
send a form to general licensees from a list generated from the manufacturer's
quarterly distribution reports, and require some type of ragistration. It is probable
that these States also use a database system to store this information.

Of the States employing some type of fee, inspection, or tracking system, five
have systems which involve all three.

Several States reported that the general response to the State’s requirements for
registration was favorable. The States indicated that licensees viewed the process
as an indication that safety issues concerning the GL items were being addressed.
The use of a fee system was reported both to encourage licensees to report
transfers and to provide financial support for the GL Program. The implementation
of tracking systerns was reported to improve accountability of device transfers
through the inherent verification of information received by the State in
manufacturer transfer reports. The tracking systems also were reported to increase
the licensee’'s awareness of the products received, to encourage licensee
acccuntability for the devices, and to provide a source of statistical information.
The use of computerized tracking systems was reported to simplify record keeping
and informational studies and to facilitate the implementation of fees.



Section 5 - State Suggestions for Improvement of the GL Program

The majority of the problems that States and licensees had with the GL system
were reported to be the result of errors or omissions in manufacturer reports and
licensee misinformation. Many of the respondents felt that licensee abandonment,
incorrect disposal, or incorrect transfer of the device were commonly because of
devices being forgotten through change of personnel or sale of property, or
because of confusion generated by the end user not receiving copies of
regulations. In addition, it was reported that some manufacturer’s literature states
that no further licensing is required, sometimes resuiting in the licensee assuming
that he has no obligations.

Suggestions for improvement of the general license program have been offered in
four general categories: restrictions on the items that can be generally licensed,
agency contact with the user, traceability, and disposal.

One way to reduce the risks associated with the general license program is to
eliminate from the program those devices that represent the highest hazard. The
main concerns expressed in this area were portability and activity leveis. !t was
recommended that portable devices, in-plant gauges, and devices with sources
greater than class C for disposal purposes should not be generally licensed. In
addition, restrictions on the upper limits on activity for some of the more hazardous
isotopes was suggested. As a more extreme alternative, it was suggested that the
entire GL program be eliminated and require that if a device does not meet the
requirements to be licensed as an exempt item then it must be specifically licensed.

Increased contact with the end user was another method for improving the GL
program. It was suggested that changing the current regulations to require that
copies of regulations be received by the end user and not only the owner of the
device would increase the awareness of the user and eliminate many of the
problems associated with incorrect handling, transfer, loss, and disposal. In
addition, many respondents offered that database tracking systems and registration
of devices increased the ability of the regulating agency to communicate with the
end user, thereby providing a means for additional guidance and information
exchange. Fees in addition to the tracking systems were reported to encourage
general licensee compliance with correct disposal and reporting procedures and to
cover paitial costs of GL program. Mail/phone surveys and inspections werc
suggested to verify compliance with inventory, testing, and record keeping
requirements.

improvements in the accountability or traceability of the items was another
suggested area for improvement. It was recommended that the general licensee be
required to perform 6 or 12 month inventories, and to send duplicate reports of
leak and shutter tests to the regulating agency. Additional suggestions included
better ropomn‘g of receiving and transferring devices, more effective nctification
system oth.er than quarterly reports, and having reports sent to regulatory agency
by manufacturers or other gauge recipients upon the return of gauges from the
general licensee.

Disposal and abandonment of devices were major concerns of many of the
respondents. Areas for improvement included requiring the manufacturer provide

9



information concerning disposal options and costs before shipment of the devices
or for the manufacturer to nrovide in some way for the disposal of the device.
Two ways proposed were to authorize orly the lease of devices or to require that
the cost of the device include a commitment by the manufacturer to accept the
devicé for disposal.

10



A-1



Wi

'PART

{

L.

AN

]
|

|

UNITED STATES NUCLEAR REGULATOKY LOMMISSION

RULES and REGULATIONS

TITLE 10 CHAPTER 1 CODE OF FEDERAL REGULATIONS - ENERGY

GENERAL DOMESTIC LICENSES FOR BYPRODUCT MATERIAL

R ——— . L. R LS I

| the purpose of detecting, measuring
RALURING 0° controlling thickness den
sity, leve! Interface location radi
ation, leakage. or qualitative or quant!
tative chemical composition, or for
2 producing light or an lonized atmns
Lphen

FRa3sn

(b) The genere! license in paragraph
(a) of this section applies only to by
product material contained In devices
4 which have bern manufactured or inl
~ tislly transferred and labeled in ar
< cordance with the specifications r~on
« tained In & specific license Issued rur
< fuant to §32581 of this chapter »r I
accordance with the specifications
contained In a specific license (scied
by an Agreement State which author
tzes distribution of the devices to per
sons generally licensed by 'he Agres
ment State

F (c) Any person who acquires s
celves, possesses, uses or transfers by
product material in a device pursuant
Lo the general license in paragraph (a
of this section

(1) Shali assure that sil labels af
fixed to the device at the time of re
ceipt and bearing a statement that re
moval of the label Is prohibited are
maintained thereon and shall comply
with all Instructions and precautions
provided by such labels

12) Shall assure that the device |s
tested for leakage of raalonctive mate
rial and proper operation of the on off
mechanism and Indicator, {f any. at no

§315 Certain mrasuring, geuging or con-
trolling devices.'

(a) A zeneral license Is hereby Issued
to ex.amerdcial and Industris! firms and
research. eoucations! and medical In
stitutions. Individuals in the conduct
of thelr busiress, and Federal State or
local government agencies Lo acquire,
recelve, possess, use or transfer, In ac-
cordance with the provisions of pars-
graphs (b), (¢) and (d) of this section,
typroduct material contained In de-
vices designed and manufactured for

'Persons possexsing byproduct material in
devices under the general license In § 318
before Jan 15 1873, may rontinue (o pos
seas,. use or transfer that material in accord
ance with the reqguirements of §3186 In

W FRadsy)

longer than six month intervals or at
such other Intervals as are specified in
the label. however

(1) Devices containing only krypton
need not be tested for leakage of ra
dioactive materiu!, and

(1} Devices containing only tritium

or not more than 100 microcuries of
other beta and/or gamma emitiing
material or
10 microcunes of alpha emitting material
and devices held in storage 'n the ongmnal
shipping container pnor to initial instsl!s
tinn need not be tesied for any purpose

(3) Shall assure that the tests required
by paragraph (cH2) of this section and
other testing. installation. servicing and
removal from installation involving the
tadioactive matenals, (s <hietding  or
containment . are performed

(1) n accordance with the instructions
provided by the labels or

(1) by a person holding a specific

effect on Jan 14, 1978

311

license pursuant to Parts 10 and 1) of

November 30, 1992




e T —"—.,
31 51y 3. T
PART 31 ¢ GENERAL DOMESTIC LICENSFS FOR BYPRODUCT MATERIAL ’
this chapter or from an Agreement State [~  (8) Fxcept as provided in paragraph ! install and service such device in any
to perform such activities (CH9) of this section. <hall transfer or I non-Agreement State and a gencral
. dispose of the device containing by- w license to install and service such device
"(4) Shall meintain records showing product material only by transfer to a & in offshore waters, as defined in
compliance with the requirements of e lin © §150.3(1) of this chapter: Provided. That:
- h 2) and { thy person holding a specific icense pursuant
xcug:%‘i‘:r;: u:ﬁ:‘!s::ow t;w to Parts 30 and 32 of this chapter or from =
results of tests. The records also must an Agreement State, to re “eive the device r (a) [Deleted 39 FR 43531 )
show the dates of performance of and and within 30 days after transfer of a ! () Tha .davios Sias Boan’ Wasulas
the names of persons performung. device to a specific licensee shall furnish : tured, labeled. instalied. and serviced in
testing. installing. servicing. and to the Director of Nuclear Material Safety & adotid h licabl f
i e instaliation d Safegussds. U.S. Nuclesr Regul ordance with applicable provisions o
ving from A and Safeguards, uclear Regulatory 8 th fic | " - a
radioactive matenial and its shielding or Commission, Washington, D.C. 20555, a F SRS QUSRS MR 5 S e
containment. The Licensee shall retawn report cont;mmc ndenn’ﬁcmén. of t'he Lby AN D
these 3
[i)EmlnhH:”lrd':?mt for leakage or device by manufacturer’'s name and I-
5 radioactive matenal required by model number and the name and address (c) Such person assures that any hhfh
% paragraph (c)(2) of this section must be of the person receiving the device. No @ fequired to be affixed to the device “"d‘:'
-~ retained for three years after the nex: report is iequired if the device is trans. o TeBulations of the Agreement Smf WRiCH
& required leak test s performed or until ferred to the specific licensee in order to & licensed manufacture of the device b=ar a
7 the sealed source is transferred or obtain a replacement device 8 statement that removal of the label s
d"?";‘;" q ! (9) Shall transfer the device to | Prohibited.
(ii) record of a test o!ﬁ_uon—oﬁ 2 another general licensee only (d) [Deleted 39 FR 43531 |
mechanism and indicator required by ]
paragraph (c)(2) of this section must be ; (i) Where the device remains in use at
retained for three years after the next % & particular location. In such case the
*equired test of the on-off mechanism “ transferor shall give the transferee a copy
and indicator s performed or until the of this section and any safety documents
o;alcdooumu transferred or disposed identified in the label of the device and
oi. within 30 days of the transfer, report to
(1ii) Each record that is required by the Duector of Nuclear Matenal Safety
paragraph (c)(3) of this section must be ; 2.
retained for three years from the date of and Safeguards, U S. Nuclear Regulatory
the recorded event or until the device is Commuission, Washington, D.C. 205SS,
transferred or disposed of. the manufacturer's name and model
ot number of device transferred, the name

(5) Upon the occurrence of a fadure | and address of the transferee, and he
of or damage to, or any indication of a name and/or position ¢ an indvidual
possible fadare of or damage to, the who may constitute a point of contact
Shlfldll\' of the radioactive material or between the Commission and the trans
the on-off mechanism or indicator, or feree or
upon the detection of 0.005 microcune (1) Where the device is held in storagé
or more removable radioactive matenal, in the onginal shipping container at ity
shall immediately suspend operation of | [atended location of use prior to initial
the device untd it has been repawed by | use by a general licensee
the manufacturer or other person holding -
~ a specific license pursuant to Parts 30 and
3 32 of this chapter or from an Agreement , 3> (10) Shall comply wath the provisions of
T State to repair such devices, or disposed § §§ 202201 and 20.2202 of thus chapter for

o
-

io( by transfer to a person authorized by a © reporung radiation incidents, theft or loss . ©
1 specific license to recewve the byproduct « loensed matenal, but shall be exempt from
material contained in the device ana, # the other requirements of Parts 19, 20, and 21
within 30 days, furnish to the Director of | of thus chapter

the appropnate Nuclear Regulatory Com-

mission Inspection and Enforcement o~

Regional Office listedd in Appendix D of (d) The general license in paragraph
Part 20 of this chapter, a report contain- @ (a) of this section does not authonze the
ing a bnef descnption of the event and § manufacture or import of devices

the remedial action taken Lconuuun. byproduct matenal.
(6) Shall not abandon the device
_comnmnl byproduct matenal, § 31.6 Genersl liccuse to install devices

o generally licensea in § 31.5.

Z (7) Shall not export the device ¥

2 contarmung byproduct matenial exceot in z Hc::',c’l:lm :h:::l::':m :."

« accordance with Part 110 of this % suthorizing the holder to manufacture,
2 chapter, install, or service « device described in

L § 31.5 within such Agreement State is
hereby granted a general license to
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32.29(b)
- - 32501
PAR" 32 @ SPECIFIC DOMESTIC LICENSES TO MANUFACTURE OR TRANSFER .. -

§3251 Byproduct malerial contmined in
devices for uee under §31.5; regquire.
ments for license to manuficture or

hnhlly transfer.

(8) An application for & specific li-
cense (o manufacture, or initially
transfer devices containing byproauuct
material to persons generally licensed
under § 31.5 of this chapter or equiva

lent reguistions of an Agresment
State will be approved if:

r (1) The applicant satisfies the gener.
al requirements of § 30.33 of this chap-
ter,

(2) The applicant submits sufficient
information relating to the design.
manufacture, prototype testing. qual
ity control, labels, proposed uses. in-
stallation, servicing, lesk testing, oper-
sting and safety instructions, and po-
tential hazards of the device to pro-
vide reasonable assurance that

(1) The device can be safe y operated
by persons not having training in radi-
_oloneu protection.

" 8-—Generally Liconsed ltoms
£

19 FRA3: D)

—

2> (ii) Under ordinary conditions of
handling, storage, and use of the device,
the byproduct material contained in the
device will not be released or
inadvertently removed from the device.

® and it is unlthly that any person wiil

receive in 1 yesar a dose in excess of 10

t of the ennua! limits specified in
f 1201(a) of this chepter: and

FRE7657

-

(ii1) Under accident conditions (such
as fire and explosion) associated with
handling, storage and use of the
device, it is unlikely that any person
would receive an external radistion
du:tordmmmmmmueuol

uments such as opersting and service
manuals may be identified in the label
and used to provide this information);

~n o~ Mennmbas 20 4000



32 51ia)

(ii) The requirements, or lack of re-
quirement, for leak testing. or for test-
ing any on-off mechanism and indica-
tor, including the maximum time in.
terval for such testing, and the identi-
fication of rad oactive material by iso-
2 tope. quantity of radiosctivity, and
date of determination of the quantity.
and

FR 4351

L

o~

3> (lil) The information called for in
the following statement in the same or
substantislly similar form: '

The receipl. possession. use. and transfer
of this device Model ————— ' Berial No
e 1, @ SUbject Lo & general license or
the eguivalent and the regulations of the
US NRC or of & State with which the NRC
has entered into an agreement for the exer
cise of regulatory suthority This label shall
be maintained on the device in a legible con
dition. Removal of 1his labei is prohibited

59 FR 5519

CAUTION —RADIOACTIVE MATERIAL

(Name of manufscturer or initial transfer
ot

(b) In the event the applicant desures
that the device be required to be tested at
\ntervals longer than six months, either
for proper operation of the on-off
mochamsm and indicator, if any, or for
leakage of radioactive matenial or for
both, he shall include 1in his application
sufficient information to demonstrate
that such longer interval is justified by
performance characteristics of the device
or similar devices, and by design features
which have a significiant bearing on the
probability or consequences of leakage of
radicactive material from the device or
failure of the on-off mechanism and
indicator. In determining the acceptable
interval for the test for leakage of
radioactive matenial, the Commission will
consider information which includes, but
15 not limited to

39 FR 43531

'Devices licensed under § 3281 prior Lo
January 19 1975 may bear labels sauthorized
g’:m regulations (n elffect on January |

'The model. serial number, and the name
of the manufacturer. or initial transferor
may be omitted from this labei provided the
information & elsewhere apecified In labe!
ing affixed Lo Lhe device

39 FR 43531

i

S8 FR 67657

(1) Primary containment  (source
capsule).

{2) Protection of primary
containment

(3) Method of sealing containment,

(4) Containment construction ma-
tenals,

(%) Form of contained radioactive
matenal,

(6) Maximum temperature withstood
during prototype tests,

(7) Maximum pressure
during prototype tests,

(8) Maximurn quaniuty of contained
radioactive matenal.

{9) Radiotoxicity of contained radio-
active material. and

(10) Operating ¢cxperience with identi-
cal devices or simuarly designed and
construgted devices

withstood

—

(c) In the event the applicant desires
that the geners! licensee under § 31.5 of
this chapter, or under equivalent
regulations of an Agreement State, be
suthorized to install the device, collect
the sample to be enalyzed by a specific
licensee for leakage of radioactive
material, service the device, test the on-
off mechanism and indicator, or .emove
the device from instalistion, the
applicant shall include in the
application written instructions to be
followed by the genera! licensee,
estimated calendar quarter doses
sssociated with such activity or
activities, and the bases for these
estimates. The submitted information
must desncnstrate that performance of
this activity or sctivities by an
individual untrsined in rediologica!

rotection, in additton to other
ﬁ‘ndlmg. storsge. and use of devices
under the geie. ol license, is unlikely to
cause that individual to receive s dose
in excess of 10 perceat of the annual
limits specified in § 20 1201(a) of this
chapter

-

32.5Ma)
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—

§ 32.51a Same. conditions of licenses.

Each person licensed under § 32.51
shall

(a) Furnish a copy of the general
license contained in § 315 of this
chapter to each person to whom he
directly or through an intermediate
person transfers byproduct material in @
device for use pursuant to the general
license contained in §31.5 of this
chapter

(b) Furnish a copy of the general

39 FR 43531

I r—lJFﬂGS!S"’" ‘

41 FR 16445

license contained in the Agreement
State's regulation equivalent to § 31.5 of
this chapter, or alternatively, furmish a
copy of the general license contained in
§ 31.5 of this chapter. to each person to
whom he directly or through an inter-
mediate person transfers byproduct
material in a device for use pursuant to
the general license of an Agreement State
If a copy of the general license in § 31.5
of this chapter is furnished to such
person, it shall be accompanied by a note
explaining that use of the device s
regulated by the Agreement State under
requuements substantially the same as
those in § 31.5 of this chapter

§ 32.52 Same: material transfer reports
and records.

Each person licensed under § 32.51 to
initially transfer devices to generally
licensed persons shall:

(a) Report to the Director of Nuclear
Material Safety and Safeguards, US
Nuclear Regulatory Commission,
Washington, D.C. 2055%, with a copy to
the appropriste NRC Regional Office
listed in Appendix D of Part 20 of this
chapter, all transfers of such devices to
persons for use under the general license
in § 31.5 of this chapter. Such report
shall identify each general licensee by
name and address, an individual by name
and/or position who may constitute
point of contact between the Commission
and the general licensee, the type and
model number of device transferred, and
the quantity and type of byproduct
material contained in the davice. If one or
more intermediate persons will tempo-
rarily possess the device at the intended
place of use prior to its possession by the
user, the report shall include identifica-
tion of each intermediste person by
name, address, contact, and relationship
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to the intended user. If no transfers have | pliance with the report requirements of

been made to persons generally licensed | this section

under § 31.5 of this chapter during the
3n’oﬂm‘ peniod, the report shall so
% indicate. The report shall cover cach

The records requued by this nra-

ssnd . CAtIE graph shall be maintained for a penod
x 2 quarter and shall be filed '""“"Eof five years from the date of the

‘: 30 days thereafter The first report to be .

* filed pursuant to this paragraph as revised '._Rcmed —
and effective on January 15, 1975, sha.

cover the first calendar quarter in 1975

The report, if any, required for the fourth

calendar quarter in 1974 shall be filed

pursuant to the requirements of this

_pomh in effect on January 14, 1975,

(b) Report to the responsible Agree-
ment State agencv all transfers of such
devices to persons for use undev a
general license in an Agreement Staie's
regulation equivalent to § 315 of thus
chapter. Such report shall identify each
general licensee by name and address,
an individual by name and/or 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 gquantity
and type of byproduct matenal
contained in the device. If one or more
intermediate persons will temporanly
= possess the device at the intended place
!of use prior to its possession by the
& user, the report shall include identifica-
.uon of each intermediate person by
name, address, contact, and relationship
to the intended user. The report shall
be submitted within 30 days after the
end of each calendar quarter in which
such a device is transferred to the
generally licensed person. If no trans
fers have been made to a particular
Agreement State duning the reporting
period, this information shall be
reported to the responsibie Agreement
State agency upon request of the
agency. The fust report, o any, to be
filed pursuant to this paragraph as
revised and effective on January 15,
1975, shall cover the first calendar
quarter in 1975

(¢) Keep records showing the name,
address, and a point of contact for
each general licensee to whom he
directly or throueh an intermediate
person transfers byproduct matenal n
devices for use pursuant to the general
license provided i § 315 of this
chapter or equivalent regulations of an
Agreement State. The records shall
show the date of each transfer, the
sotope and quantity of radioactivity in
each device transferred, the identity of
any intermediate person, and com-




Acoandix 8 - S8R Aegulations Used in the Camoad

The following is taken from the Suggested State Regulations for the Control of
Radiauon, Volume |, dated January 1991.
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a. Centain Devices and Equipment. A general license is hereby issued to transfer, receive,
acquire, own, possess, and use radioactive material incorporated in the following

devices or equipment which have been manufactured, tested and labeled by the
manufacturer in accordance with a specific license issued to the manufacturer by the
NRC for use pursuant to Section 31.3 of 10 CFR Part 31. This general license is
subject to the provisions of Sections A 4 through A.9, Subparagraph C.4a.ii., Sections
C.31, C.40, C.50 and Parts D4/, J, and T of these regulations.

i Static Elimination Device. 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.

u. lon Generating Tube. Devices designed for ionization of air 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 or a totai of not
more than 50 millicuries (1.85 GBq) ~f hydrogen-3 (tritium) per device.

b Reserved
¢ Reserved
d S ine_ Gausi ontroll ‘

i. A general license is hereby issued to commercial and industrial firms and to
research, educational and medical institutions, individuals in the conduct of
their business, and State or local government agencies to own, receive, acquire,
possess, use or transfer in accordance with the provisions of Subparagraphs
C.22d.ii., iii., and iv., radioactive material, excluding special nuclear material,
contained in devices designed and manufactured for the purpose of detecting,
mcasuring, gauging or controlling thickness, density, level, interface iocation,
radiation, leakage, or qualitative or quantitative chemical composition, or for
producing light or an ionized atmosphere.

TNote. Different general licenses are wssued ui this section, each of which has its own speafic conditions and
requirements.
4/ Artention is directed particularly to the provisions of Part D of these regulations which relate to the labeling of

containers.
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il The general license in Subparagraph C.22d.i. applies only to radioactive
material contained in devices which have been manufactured and labeled in
accordance with the specifications contained in a specific license issued by the
Agency pursuant to Paragraph C.28d. or in accordance with the specifications
contained in a specific license issued by the NRC, an Agreement State or a
Licensing State, which authorizes distribution of devices to persons generally
licensed by the NRC, an Agreement State or a Licensing State.5/

iti.  Any person who owns, receives, acquires, possesses, uses, or transfers
radioactive material in a device pursuant to the general license in Subparagraph

C.22d.i.:

(1) shall assure tha: all labeis affixed to the device at the time of receipt, and
bearing a statement that removal of the label is prohibited, are
maintained thereon and shall comply with all instructions and
precautions provided by such labels;

(2) shall assure ...at the device is tested for leakage of radioactive matena'’
and proper operation of the “on-off' mechanism and indicator, if any, at
no longer than 6-month intervals or at such other intervals as are
specified in the label, however,

(a) devices containing only krypton need not be tested for leakage of
radioactive material, and

(b) dewices containing only tritum or not more than 100 microcuries
(3.7 MBq) of other beta- and/or gamma-emitting material or 10
microcuries (0.37 MBgq) 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 other testing, installation, servicing, and removal from
installation involving the radioactive material, its shielding or
containment, are perfoimed:

(a) in accordance with the instructions provided by the labels, or

(b) by a person holding an applicable specific license from the Agency,
the NRC, an Agreement State or a Licensing State to perform such

activities,

37 Regulations undcrchchdtrdi‘ood.Dru&cndCammcMauthmgdumo!vaddmm in
food production requure certain addinonal labeling thereon which is found in 21 CFR 179.21.
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(4)

(3)

(6)
(7)

shall maintain records showing compliance with the requirements of
Subdivision C.22d.iii.(2) and (3). The recourds shall show the results of
tests. The records aiso shall show the dates of performance of, and the
names of persons performing, testing, installation, servicing, and remova!
from installation concerning the radioactive matenial, its shuelding or
containment. Records of tests for leakage of radioactive matenal
required by Subdivision C.22d.iii.(2) shall be maintained for 1 year after
the next required leak test is perfor 1ed or until the sealed source is
transferred or disposed of. Recorcs of tests of the "on-off" mechanism
and indicator required by Subdivision C.22d.iii.(2) shail be maintained
for 1 year after the next required test of the "on-off" mechanism and
indicator is performed or until the sealed source is transferred or
disposed of. Records which are required by Subdivision C.22d.ii1.(3)
shall be maintained for a period of 2 years rom the date of the recorded
event or undl the device is transferred or disposed of,

upon the uccurrence of a failure of or damage to, or any indication of a
possible failure of or damage to, the shielding of the radioactive matena.
or the "on-off" mechanism or indicator, or upon the detection of 0.005
microcurie (185 Bq) or more removable radioactive material, shall
immediately suspend operation of the device until it has been repaired
by the manufacturer or other person holding an applicable specific
license from the Agency, the NRC, an Agreement State or a Licensing
State to repair such devices, or disposed of by transfer to a person
authorized by an applicable specific license to receive the radioactive
material contained in tiie device and, within 30 days, furnish to the
Agency a report containing a brief description of the event and the
remedial action taken,

shall not abandon the device containing radioactive material;

except as provided in Subdivision C.22d.iii.(8), shall transfer or dispose
of the device containing radioactive material only by transfer to a specific
licensee of the Agency, the NRC, an Agreement State or a Licensing State
whose specific license authorizes him to receive the device and within 30
days after transfer of a device to a spedific licensee shall furnish to the
Agency a report containing identificatic.1 of the device by manufacturer’s
name and model number and the name and address of the person
receiving the device. No report is required if the device is transferred to
the specific licensee in order to obtain a replacement device,



iv.
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(8) shall transfer the device to another general iicensee only:

(a)

(b)

where the device remains in use at a particular location. In such
case the transferor shall give the transferee a copy of this
regulation and any safety documents identified in the label on the
device and within 30 days of the transfer, report to the Agency the
manufacturer'’s name and model numb . of device transferred, the
name and address of the transferee, and the name and/or position
of an individual who may constitute a point of contact between
the Agency and the transferee; or

where the device is held in storage in the original shipping
container at its inten