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Nuclear Regulatory Commission § 32.51

1 Devices licensed under § 32.51 prior to Jan-
uary 19, 1975 may bear labels authorized by
the regulations in effect on January 1, 1975.

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

affect the containment of the tritium
or promethium-147 in such devices
shall be cause for rejection of the de-
sign on which such prototype devices
were constructed or manufactured if
the damage or failure is attributable to
design defect. Loss of tritium or pro-
methium-147 from each tested device
shall be measured both by sampling the
immersion test water used in para-
graph (d) of this section and by wiping
with filter paper the entire accessible
area of the lock illuminator. Measure-
ments of tritium or promethium-147
shall be made in an apparatus cali-
brated to measure tritium or pro-
methium-147, as appropriate. If more
than 0.1 percent of the original amount
of tritium or promethium-147 in the de-
vice is found in the immersion test
water of the test in paragraph (d) of
this section, or if more than 2,200 dis-
integrations per minute of tritium or
promethium-147 on the filter paper is
measured after any of the tests in para-
graphs (a) to (d) of this section the de-
vice shall be rejected.

[30 FR 8192, June 26, 1965, as amended at 31
FR 5317, Apr. 2, 1966; 43 FR 6923, Feb. 17, 1978]

Subpart B—Generally Licensed
Items

§ 32.51 Byproduct material contained
in devices for use under § 31.5; re-
quirements for license to manufac-
ture, or initially transfer.

(a) An application for a specific li-
cense to manufacture, or initially
transfer devices containing byproduct
material to persons generally licensed
under § 31.5 of this chapter or equiva-
lent regulations of an Agreement State
will be approved if:

(1) The applicant satisfies the general
requirements of § 30.33 of this chapter;

(2) The applicant submits sufficient
information relating to the design,
manufacture, prototype testing, qual-
ity control, labels, proposed uses, in-
stallation, servicing, leak testing, op-
erating and safety instructions, and po-
tential hazards of the device to provide
reasonable assurance that:

(i) The device can be safely operated
by persons not having training in radi-
ological protection;

(ii) Under ordinary conditions of han-
dling, storage, and use of the device,

the byproduct material contained in
the device will not be released or inad-
vertently removed from the device, and
it is unlikely that any person will re-
ceive in 1 year a dose in excess of 10
percent of the annual limits specified
in § 20.1201(a) of this chapter; and

(iii) Under accident conditions (such
as fire and explosion) associated with
handling, storage and use of the device,
it is unlikely that any person would re-
ceive an external radiation dose or dose
commitment in excess of the dose to
the appropriate organ as specified in
Column IV of the table in § 32.24.

(3) Each device bears a durable, leg-
ible, clearly visible label or labels ap-
proved by the Commission which con-
tain in a clearly identified and sepa-
rate statement:

(i) Instructions and precautions nec-
essary to assure safe installation, oper-
ation, and servicing of the device (doc-
uments such as operating and service
manuals may be identified in the label
and used to provide this information);

(ii) The requirements, or lack of re-
quirement, for leak testing, or for test-
ing any on-off mechanism and indi-
cator, including the maximum time in-
terval for such testing, and the identi-
fication of radioactive material by iso-
tope, quantity of radioactivity, and
date of determination of the quantity;
and

(iii) The information called for in the
following statement in the same or
substantially similar form: 1

The receipt, possession, use, and transfer
of this device Model llll

2, Serial
No.lll

2, are subject to a general license or
the equivalent and the regulations of the
U.S. NRC or of a State with which the NRC
has entered into an agreement for the exer-
cise of regulatory authority. This label shall
be maintained on the device in a legible con-
dition. Removal of this label is prohibited.

CAUTION—RADIOACTIVE MATERIAL

llllllllllllllllllllllll

(Name of manufacturer, or initial trans-
feror) 2
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(b) In the event the applicant desires
that the device be required to be tested
at intervals longer than six months, ei-
ther for proper operation of the on-off
mechanism and indicator, if any, or for
leakage of radioactive material or for
both, he shall include in this applica-
tion sufficient information to dem-
onstrate that such longer interval is
justified by performance characteris-
tics of the device or similar devices,
and by design features which have a
significant bearing on the probability
or consequences of leakage of radio-
active material from the device or fail-
ure of the on-off mechanism and indi-
cator. In determining the acceptable
interval for the test for leakage of ra-
dioactive material, the Commission
will consider information which in-
cludes, but is not limited to:

(1) Primary containment (source cap-
sule);

(2) Protection of primary contain-
ment;

(3) Method of sealing containment;
(4) Containment construction mate-

rials;
(5) Form of contained radioactive

material;
(6) Maximum temperature withstood

during prototype tests;
(7) Maximum pressure withstood dur-

ing prototype tests;
(8) Maximum quantity of contained

radioactive material;
(9) Radiotoxicity of contained radio-

active material; and
(10) Operating experience with iden-

tical devices or similarly designed and
constructed devices.

(c) In the event the applicant desires
that the general licensee under § 31.5 of
this chapter, or under equivalent regu-
lations of an Agreement State, be au-
thorized to install the device, collect
the sample to be analyzed by a specific
licensee for leakage of radioactive ma-
terial, service the device, test the on-
off mechanism and indicator, or re-
move the device from installation, the
applicant shall include in the applica-
tion written instructions to be followed
by the general licensee, estimated cal-
endar quarter doses associated with
such activity or activities, and the
bases for these estimates. The sub-
mitted information must demonstrate
that performance of this activity or ac-

tivities by an individual untrained in
radiological protection, in addition to
other handling, storage, and use of de-
vices under the general license, is un-
likely to cause that individual to re-
ceive a dose in excess of 10 percent of
the annual limits specified in
§ 20.1201(a) of this chapter.

[39 FR 43533, Dec. 16, 1974, as amended at 40
FR 8785, Mar. 3, 1975; 42 FR 25721, May 19,
1977; 43 FR 6923, Feb. 17, 1978; 58 FR 67660,
Dec. 22, 1993; 59 FR 5520, Feb. 7, 1994]

EFFECTIVE DATE NOTE: At 65 FR 79189, Dec.
18, 2000, in § 32.51, paragraphs (a)(4) and (5)
were added, effective Feb. 16, 2001. For the
convenience of the user, the added text is set
forth as follows:

§ 32.51 Byproduct material contained in de-
vices for use under § 31.5; requirements
for license to manufacture, or initially
transfer.

(a) * * *
(4) Each device having a separable source

housing that provides the primary shielding
for the source also bears, on the source hous-
ing, a durable label containing the device
model number and serial number, the isotope
and quantity, the words, ‘‘Caution-Radio-
active Material,’’ the radiation symbol de-
scribed in § 20.1901 of this chapter, and the
name of the manufacturer or initial dis-
tributor.

(5) Each device meeting the criteria of
§ 31.5(c)(13)(i) of this chapter, bears a perma-
nent (e.g., embossed, etched, stamped, or en-
graved) label affixed to the source housing if
separable, or the device if the source housing
is not separable, that includes the words,
‘‘Caution-Radioactive Material,’’ and, if
practicable, the radiation symbol described
in § 20.1901 of this chapter.

* * * * *

§ 32.51a Same: Conditions of licenses.
Each person licensed under § 32.51

shall:
(a) Furnish a copy of the general li-

cense contained in § 31.5 of this chapter
to each person to whom he directly or
through an intermediate person trans-
fers byproduct material in a device for
use pursuant to the general license
contained in § 31.5 of this chapter.

(b) Furnish a copy of the general li-
cense contained in the Agreement
State’s regulation equivalent to § 31.5
of this chapter, or alternatively, fur-
nish a copy of the general license con-
tained in § 31.5 of this chapter, to each
person to whom he directly or through
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