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§ 31 H Genual llcense intuscofbvproduct materials for certain | in:

- vmo dhi:dorwomrytudm. o
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a) A geneml Iicense is herdry issued to any physician, veterinarian

. in the practice of veterinary medicine, clinical laboratory or hospital to
: receive, acquire, poOssess, transfer, or use, for any of the following stated
" tests, in accordanoe ‘with the provisions of paragraphs (b), {c), (d), (e),
_and (f) of this secﬂon the followmg byproduct materials in prepack-

aged units: .

{1} todine-125, in units not exceeding 10 rvﬂcrocurias each fo'r u'se

_ in in vitro clinical or laboratory tests not involving internal or external
- administration of byproduct material, or the radiation therefrom, to
" human beings or animals.

" to human beings or animals,- - - e T e

(2) lodine-13T, in units not exceedmg 10 microcuries each for use
in in vitro clinical or laboratory tests not involving internal or external
administration of. byproduct. material, or the radiation tlierefrbrﬁ,
to human beings or animals, | . :

(3} Carbon-14, in units not exceedmg 10 mlcrocunes each for ‘use
+ in in vitro clinical or laboratory tests not lnvolvmg internal or external

administration” of’ bypmduct material, or tl1e radlatlon therefrom,

(4) Hydrogen 3 (tritium), in_units not exceeding 50 microcuries

each for use in in vitro clinical or ld)oratory tests not involving internal . -

" or external. administration of byproduct material, or the radiation

therefrom, to human bemgs or animals.

(5). Iron 59, in units not exceeding 20 microcuries each for use in in
vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radlatlon therefrom to
human belngs or animals. o -~

(6) Selenium-75, in units not exceedmg 10 mlcrocurles each for use
in in vitro clinical or laboratory tests not involving internal or external
administration of byproduct material, or the radiation therefrom
‘to human beings or animals. : i

{7) Mock lodine-125 reference or callbratlon sources in units not
exceeding 0.05 microcurie of rodme-129 and 0.005 microcurie of
americlum-241 each for use in in vitro clinical or laboratory tests not

involving internal or external admlmstranon of byproduct materlal or

the radiation therefrom t0 human bemgs or animalg, '

{b) A person shall not recerve acquire, possess, use or transfer K

byproduct material under the general license established by paragraph

. {a) of this section unless that person:

(1) Has filed NRC Form 483, “Registration Certificate—In Vitro

tTesting with Byproduct Material Under General License,” with the

Director of Nuclear Material Safety and Safeguards, U.S. Nuclear
Regulatory Commnssnon Washmgton D.C. 20555 and received from
the Commission a validated copy of NRC Form 483 with reglstratlon
number assigned; or

(2) Has a license that authorizes the medical use of byproduct

material that was issued under Part 35 of this chapter.

‘(c) A person who receives, acquires, possesses or uses byproduct

" material pursuant to the general license established by paragraph (a) of
- this section shall comply with the following:

(1) The general licensee shall not possess at any ona tlme pursuant

- to the general license in paragraph (a) of this section, at any one loca-
- tion of storage or use, a total amount of fodine 125, jodine 131,

B . o . . -

.,A o OONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 3111 » _

" used, in the original shipping container or in a container pmmdmg\-/

" except by transfer to ' a person authorized to receive it by a license

* specific license issued by an Agreement State that authorizes manufac-

- lts receipt, acquisition, possession, use, and transfer are subgect to thé\-/‘

. 'yllcense of paragraph (a) of this section is exempt from the requnrements

'J

-

seleniuni-75, end/or iron 59 in excess of 200 microcuries, . -
{2) The general lnenseeshallstnnthebvpmdm:tmternl un,

equivalent radiation protection. ... .
(3) The general licensee shall use the byproduct material only for-
the uses authorized by paragraph (a) of this section.
{4) The general Ilcensee shail not transfer the byproduct material

pursuant to this chapter or from an Agreement State 1 nor transfer the
byproduct material in any manner other than in the unoben—é'd, labeled
shipping container as received from the supplier, )

(5) The general llcensee shail dispose of the Mock lodme-125
reference or callbration sources described in paragraph [a}(7) of this
section as required by § 20.301 of this chapter, -

(d) The general Ilcensee shall not receive, acquxre pOssess or use
byproduct material pursuant to paragraph (a) of this section:

{1) Except as prepackaged units which are labeled in accordance
with the provisions of a specific license issued under the provisions of X
§ 32.71 of this chapter or in accordance with the provisions of a

ture and distribution of iodine-125, iodine-131, carbon-14, hydrogen-3
(tritium), selenium-75, iron-59 or Mock todine-126 for distribution to
persons generally licensed by the Agreement State, :
{2) Unless the following statement, or a substantially similar
statement which contains the information called for in the followmg
statement, appears on a label affixed’ to each prepackaged ‘unit or -
appears in a leaflet or brochure which aooompames the package:2
This radioactive material may be received, acquired, possessed, and
used only by physicians, veterinarians in the practice of veterinary
medicine, clinical laboratories or hospm;ls and only forin vitro clinical -
of laboratory tests not involving internal or external administration
the material or the radiation therefrom, 1o human beings or anima,

regulations and a general license of the U.S. Nuclear Regulatory Com-
mlsslon or of a State with which the Commission has entered mto an
agreement for the exerc:se of regulatory authonty. ; .

Name of manufacturer

{e) The registrant possessing or using byproduct materials under the
general license of paragraph (a) of this section shall report in writing to
the Director of Nuclear Material Safety and Safeguards any changes
in the information furnished by him in the ““Registration Certificate—in
Vitro Testing with Byproduct Material Under General License,” NRC
Form' 483. The report shall be furnished within 30 days after the
effective date of such change. 3

(f) Any person using bypmduct material pursuant to ‘the general

of Parts 19, 20 and 21 of this chapter with respect to byproduct
materials covered by that general license, except that such persons
using the Mock lodine-125 described in paragraph'(a)(ﬂ of this section ,
shall comply with the provisions of § 20.301, 20.402 and 20.403 of
this chapter, . s G e .

NOTES

lA State to whlch certain regulatory authonty over radloactlve matenal has been transferred by forma) agreement pursuam to sechon 274 of the

. Atomic Energy Act of 1954, as amended.

2Material generally hcensed under this secnon prlor to January 19, 1975 may bear labels authonzed by the regulanons in effect on January 1
. 1975. ’ -
3A new triplicate set of this Flegmranon Cemfrcate NRC Form 483 may be used to report anv change of ynformatmn furmshed by a negrstra' !

as required by § 31.11(e).

If larger quantities or other forms of bvproduct matanal than those specnf‘ed in the general license of 10 CFR 31 11 are requrred an "Apphca\—/
tion for Byproduct Material License,” NRC Form 313 should be. filed to obtain a specific byproduct matenal license, Copies of application and
registration forms may be obtained from the Medncal Academic and Commercial Use Safetv Branch (6H3) DIVISIOH of Industnal and Medocal Nuclear
Safety, United States Nuclear Regulatory Commnss»on Washington, DC 20555.
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