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§ 31. 11 General Ticense for use of byproduct mztenals for certain in
vrtro clmloal or laboratory testing. F v

o S
{a) A general license «;&Iereby hsued 1o any physrclan veterinarian
in the practice of veterlnﬂl'y ‘medicine, cllmcal laboratory or hospital to

' receive, acquire, pones transfer or use, for any of the following stated
. tests, in accordanoe wtth the provisions of paragraphs {b), {c}, (d), (e},

. and (f) of this seotion the followmg byproduct matenals in prepack-- .

 aged units:

{1) lodine-125, in units not exceeding 10 mtcrocunes each for use

- in in vitro clinical 'or Isboratory tests not lnvolvmg internal or external

administration of byproduct material, or the radlatlon therefrom, to
human beings or animals. - C e .

(2) fodine-131; in units not exceedlng 10 microcuries each for use ,
in In vitro clinical or laboratory tests not involving internal or external
administration . of . byproduct. material, or the raduatnon therefrom
to human beings of animals. ' - .

{3) Carbon-14, In units not exceeding 10 mlcrocurles each_{or use

in In vitro clinical or laboratory tests not mvolvmg internal or external
administration "of~ byproduct material,’

(4) Hydrogen 3 (trmuml, in unlts not exceedmg 50 mrcrocunes
each for.use in In vitro clinical or laboratory tests not involving internal...

© or external admmlstratlon of byproduct material, or the radiation
_ therefrom, to human bemgs or animals. -

{5). Iron 59, in units not exceeding 20 microcuries each for use inin -

_vitro clinical or laboratory tests not lnvolvmg internal or external

administration of byproduct material,. or the’ radlatlon therefrom to
human beings or animals,
(8} Selenium-75, in units not exceeding 10 mxcrocunes each for use

~in in vitro clinical or laboratory tests not mvolvmg internal or external

administration of byproduct material, or the radratlon therefrom

" to human beings or animals.

(7) Mock lodine-125 reference or calibration sources in.units not
exceeding 0.05- microcurie of jodine-129 and” 0.005 mlcrocune of

© americium-241 each for use in In vitro clinical or laboratory tests not

. involving internal or external administration of byproduct materlal or '

the radiation therefrom to human belngs or anlmals
(b) A person shall not receive, acquire, possess, use or transfer
byproduct material’ under the general license estabhshed by paragraph

- {a) of this section unless that person:

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

aTestlng with Byproduct Material Under General License,” with the

Director of Nuclear Material Safety and Safeguards, U.S. Nuclear
i Regulatory Commission, Washington, D.C. 20555, and received from

" the Commission a validated copy of NRC Form 483 with registration

number assigned; or

(2) Has a license that authorlzes the medical use of byproduct
material that was lssued 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 ana time, pursuant
to the general license in paragraph (a) of thls section, at any one loca-’
tion of storage or use, a total amount of jodine 125, iodine 131,

- . ; .

or the radlatlon therefrom o
to human beings or animals, oo -

..... -1
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OONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 3.1

selemum—75 ‘andfor iron 59 in excess of 200 mlorowriet

{2] The general licensee shail store the byproduct material, umlr\/

used, in the ondnal shbpmg oomainer or ln a contajner prowdmg

" 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 licensee shall not transfer the byproduct matenal
except by transfer to a person authorized to receive it by a license

. pursuant to this chapter or from an Agreement State,! nor transfer the
i byproduct material in any manner other than in the unopened, labeled
) shappmg container as received from the suppher

(5) The general l.censee shall dispose of the Mock lodine- 125

reference or calibration sources described in paragraph {a}{7) of this

section as required by § 20.301 of this chapter.

{d) The general licensee shali-nof receive, acquire, possess, or use
byproduct material pursiant to paragraph (a) of this section;

(1) Except as prepackaged- units, which are:labeled in accordance
with the provisions of a specific hcense msued under the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a
specific license issued by an Agreement State that authorizes manufac-.

ture and distribution of jodine-125, iodine-131, carbon-14, hydrogen-3 *

(tritium), selenium-75, ron59 or Mock fodine- 125 for dlstrrbutlon to
persons generally licensed by the Agreement State,*

‘ (2) Unless the following statement, or a substantlally similar
- statement which contains the information called for in the following

statement, appears on a label affixed to each prepackaged unit or
appears in a leaflet or brochure Wthh accompanies the’ package :2
This radioactive material may be recewed acquired, possessed and
used only by physicians, vetennanans in the practrce of veterinary
medicine, clinical laboratories or hogpltals and only for in vitro clinic
or laboratory tests not involving internal or external administration (N

7/
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the material or the radiation therefrom, to human beings or ammalsv*"

Its “receipt, acqunsmon ‘possession, use, and transfer are sub)ect to the

regulations and a general license of the U.S. Nuclear Regulatory Com- |
. m;ssnon or of a State wrth which the Commission has entered mto an

agreement for the exercrse of regulatory authonty. :

“a. . - Name of manufacturer . - P

{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 mformatton furnished by him in the "Regpstratton Certificate—In

Vitro Testmg 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 byproduct matenal pursuant to the general

" license of paragraph {a) of this section is exempt from the requxrements

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)(7) of this section
shall comply with the provisions of § 20.301, 20,402 and 20.403 of

- thischapter. . . . . e |

_NOTES o _

lA State to which certaln regulatory authoruty over radloactlve materlal has been transferred by formal agreement pursuant to sectnon 274 of the

Atomic Energy Act of 1954, as amended. .

2Materlal generally Ilcensed under thls sectlon prlor to January 19 1975 may bear labels authonzed by the regulat:ons in effect on January 1,~ =

~ :

specified in the general hcense of 10 CFR 31 11 are requnred an "Appllca-«

1975

3A new triplicatd set of this Reglstratlon Cemfncate NRC Form 483 may be used to report any change of mformation furmshed by a regnstral
_asrequ»red by § 31.111e).: Sl

If larger quantmes or other forms of byproduct material than those

~ vy \ N

tlon for Byproduct Material License,” NRC Form 313 should be filed to obtain a specific byproduct material hcense Copies of application and

registration forms may be obtained from the Medlcal Academic and Commercial Use Safety Branch (6H3) Dmsron of Industnal and Medical Nuclear
Safety, United States Nuclear Regulatory Commission, Washington, DC 20555 : o . o (SR T
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