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geaeral license of 10 CFR 31.11. The tests will be performed enly by personnz! competent in the usz of the instruments and in the.
hianding of ¢ hc byproduct materials.

c. 1 understand th! Commission regulations requirz that any change in the information fumwhcd by a registrant on this rezi istration:
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§31.11 Genera! license for use of byproduct
materials for certzin in vitro clinical or labora-
tory testing,

(2) A general license is hereby issued to

“any physician, clinical laboratory or hosrital

to receive, acquire, possess, trans{_cr.or use, for
any of the following stated tests, in accorduance
with the provisions of paregraphg (b), (c).(d).
(e), and () of this section, tie follewing by-
product materials in prepackaged units:

(1) Iodine-12S, in units not exceeding 10

microcuries each for use in in vitro ¢linical or.

laboratory tests not involving interna! or ex-
ternal administration of byproduct material,

- or the radiation therefrom, to hurian beings

or animals. )

(2} locine-131, in units not exceeding 10
microcuries each for use in in vitro el'nical or
Laboratory tests not involving internal or ex-
ternal administration of typroduct material, or
the radiation therefrom, to human beings or
animals.

(3) Carbon-14, in units not exceeding 10
micrtocuries each for use in in vitro clinical or
laboratory tests not involving internal or exter-
rnal admiriairation of bypreduct materid, er
the radiation therefrom, (o human beings or

animals.

(4) Hydrogen 3 (tritium), in urits not ex-
ceeding 50 micrecuries each for use in in vitro
clinical or lzboratery tests not inveolving inter-

al or external admirnistration of byproduct
material, or the radiation therefrom, t> human
beings or animals. .

(3) lron 59, in units not exceeding 20

microcuries each for use ‘n in vitro clinical or

. lakoratory tests net involving intcrnal or ex-
" ternal administraticn of byproduct materinl,

or the rzdiation ther:from, to human beings,

.or aniimals. - 4

(b} No person shall receive, acquire, DOS-
sess, use or transfer byproduct material pur-
suant to the gereral heense established by

- paragraph (2) of this section until he has filed

NRC Form 483, “Registration Certificate—In
Vitro Testing with Bvproduct Materia! Under
General Licenss,” with the Cilice of Nuclear

LA

CONDITIONS AND LIMITATIONS OF GENERAL LICENSS 10 CFR 31.11

Regulatory Commission, Washington, D.C.
20555, and received from the Commission 2
validated copy of NRC Form 482 wilh regis-
tration number assigned or untii he has been
sutherized pursuant to §35.14(c) of this chap-

o

ter 1o use bysroduct material under the general

license in this §31.11. The registrant shall
furnish cn NRC Form 483 the following infor-
mation and such other information as may be
required by that form:

(1) Name and ad:iress of the segistrant;

(2) The location of use:and . . Y

(3} A statement that the registrang has ap:
progriate radiation measuring instruments to
carry out in vitro clinieal or labbratory tests
with byproduct materials as authorized under
the geaeral license in paragruph (a) of this
section, and that such tests will be performed
only by personnel competent in the vse of
such instruments and in the nandling of the
byproduct materijals. -

{c) A persca who receives, acquires, pos-
SES5S OF RSLR wyprovuct materisl nursuznt to
the gencral license 2stablished by parazraph (a)
of this section shall comply with the foilowing:
" (1) The general dicensee shall not pOsSess
3t any one time, surstant to the reneral Yicense
in paragraph (a) of this section, at zny one
location of sterage er use; a 1otz amount of
iodinz 125, jodine 131, andjor iron 59 in ex-
cess of 200 microcuries,

(2) The general liconsec shall store the by-
product material, until used, in the oripinz
shipping centataer or in a container providing
equivalent radiation protection.

(3) The general licensee shall use the by-
product material only for the uses avthorized
by, paragraph (a) of this section.

= (&) The pencral Ycensee <hall nat transCer

the bypreduct muierial except by transfer to a
person authoriz:=a to receive it by a license
rursuzant 1o this chapter or from an Agreement
State,’ nor transfer the byproduct materizl in
any manner oltaer than in the uropened,
labeled shipping container as reczived from the
supplier. o -

(@) The general licensee shall not receive,
acguire, possess, or use byproduct material

Material Safety and Safeguards, UsS. Nuclear. - pursuant to paragraph (a) of {his section:

. L4 —

5

—t.

(1) Exceptas prepackaged uni® which are ..

labeled in accordance with the provisions of
spicific licance issued under the provision;
552.71 of this chapier or in accordancs 3
the previsions of a specific license issued by an
Agreemernt State that avthorizes manufacture
and distribution of jecine-125, iodine-131,
carbon-i4, hydrogen-3 (tsitium), or iron-59
fer distritution to persons generally licensed
by the Azreement Siate, '

. (2) Unless the following statement, or a
substantizlly similar statement which contains
the information called for in the following
stalement, appears on a label affixed 1o each
prepackaged unit or appears in }caﬂel er
brochure which accompanies the package:

This radioactive material may be received,
sacquired, possessed, and used only by =hysi-

- clans, clinical laboratories or hospitals and only

for in vitro clinica! or laboratory tezsts not
involving internal or externs! administration of
the material, or the radiation therefrom, to
human beings or ~oimals. Its receint, acquisi-
tion, posuession, ute, and transfer are subject
to “he regulations and a zeneral license of the
U. 5. Nuclear Regulatory Commistion or of
State with which the Commission has entered
into an agreemen: for the exsrcise of regula-
tory authority.

A I I Y

Name of manufacturer
{¢) The registrant passessing or using by-
product materials under the general license of
parazrapl (a) of this cection shall report in

- writing to the Director of Nuclesr Matesial -

Safety and Szfesuards any changes in the iq-
forrmation furrisihed by him in the “Regisira-
tien (Certificate ~In Vitro Testing with Hy-
preduct Materizl Under Ganeral License” NP
Form 483, The rzport shall be furnished wit,

o ; A /
~in 50 days after the effective date of U

change.?

 {f) Any percon using byproduct material’

purteant to the genzral license of paragraph (a)
of this section is exempt from' the require-
ments of Parts 19 2nd 20 of this chapter with
respect 1o byproduct materials covered by that
general licenze,

' A Sute to which certain regulatory authority over

the Atomic Znerzy Act of 1954, as amended.

1975.

A new

tripl
28 required by §31.1 1(e).

NOTES

If larrer quzntives or other forms of byprocduct material than those specified in the gencral

eation for Bypredust Mate Ja} License,” NRC Form 312, shonld te g
and registration forms may be c¢biained from the United States Nucjear

B v

isctopes-Licensging Branch, Division of Fuel Cycle and Material Safety.

PRIVACY ACT STATEMENT

radioactve materia! has been transferred by formal agreement, pursuant to section 274 of

*Material generally licensed under this section prior to January 19, 1975 may bear labels authorized by the regulations in effect on January 1,

iplicate set of this Registration Certificate, NRC Form 483, may be used 1o report any change of information furnished by aregistrant

Ycense of 10 CFR 31.11 zre required, an “Appli-
i0 obttsin a specifebynraduct matesic] Leernce, Copies ¢f applization
Reguiatory Commission, Wachingion, D.C. 20555, Attention: Rad;o-

.'Pursunrit to 5 U.S.C. 522a(e)(3), enacted into law by secticn 2 of the Privacy Act of 1974 (Public-Law 93-579), the following statement is fur-

nished to individualt who supply information to the Nuclear Regulatory Commission on Forms NRC-482 and NRC-483. This information is

3. ROUTINE USES

" rmaintained in 2 “ystem of records designated 2s NRC-3 an
1
2. PRINCIPAL PURPOSE(S) The information is evaluzted by the NRC staff

whether ths 2pplicz tion conferms to the requirements of the Atomic Energ
issuance of a registration certificate autherizing the use of byproduct

AUTHORITY Sections 81 and 161(b) of thé Atomic

The informzdon may be used: (a) to provide records ‘o St

d described at 40 Federal Register 45334 (October 1, 15755,

Energy Act of 1634, as amended (421U.5.C. 2111 and 2201(v)). ‘

pursuant to criteria set forth in 10 CFR Parts 20-36 to determine
y Act of 1954, < amended, and the rezzlations of the NRC, for the
material for medical vee or in vitro testing. . :

ate health departments for their information and uss; and (b) to

provide information to Federal, State, and local health officials and other persons in the event of incident or expocure for purposes of th

information, investipation, and protection o e publi )
ncizs in the event the information indicates a violation or po

State, or local

£ the public health and safety. The informatjon may also be discloted 1c appropriate Feder:,

tential violztion of law 2nd in the conres of an administrative o

Iudicial proceeding. In acdition, this information may be transferred to an appropriate Federal, State, or loca! 2zency to the extedt relevant

and nece

zmendment therec{, will not be processed,

sary foran NRC decision or to 2an appropriate Federal sgency tothe e

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AN

Disclosure of the requested inforrmation is voluntary. If the re

t

D EFFECT ON INDIVIDUAL OF NOT PROVIDING
quested information is not furnished, however, the regictration certificate, or

xtentrelevant and necessary for that sgency's cecision about you.
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