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Sgcuon 31 ll o[ 10 CFR :31 estabhshes '] genenl hceme authormn; phynmns. clinical laboratories and ho;
possen certain imall quantities of byproduct material for in vitro clinical ot laboratory tests not invo the
xternal admmismtion of the byproduct “material or the radiation therefrom to human beings of ani :
ypxoduct -material under J0 CFR 31.11 is not “suthorized until the physician, clinical labontory, t
NRC Form 483 md recelved ﬂom the Commisslon a validated copy of NRC Form 483 with regmnnon
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P \C M\ I(a . 1 hereby :pply for a reglsuauon number pursuant to
h , ""'§31.11, 10 CFR 31 for use of byproduct materials for
) O 7 “[ Y X \ e_ ;
2 My!elf a duly licensed physician authorized to dispense
“drugs in the practice of medicine.
¢.  The above-named hospital.’
4 To be eompleted by the Nucleu Reguhtory Commission.

B/{plam check one block only)
S\@ ( 1;)3:\ e\& ]/ P _\_ 4%53 OD b. The above-named clinical laboratory.
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Pleue pnnt or type the nnme and address (includ-
. ing zip code) of the registrant physician, clinical
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I hexeby cemfy that:

.2 All mt‘ormatxon in this xepsmtion cemﬂate is true and completc : : . : _ ' . ', 5

b "!'he regxstum hn a opmte nduuon mumnng 'instruments to cutyout ‘the tests for which byproduct materisl will be used undet the g

general license of 10 CFR 31.11. Thetssumnbepexformedonlybypenonneleompomthtbcn:ofthehutmmentxmdmthe
' dlm;ofﬂlcbywoductmtemh , . . .
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§3lll Geuenl Iiceme for use of bYP'Odl:lcl

.~ - malerials for cestain in vitro clinical or labora~:
C torytesting. . Lo o L

(a) A .general license -is. hereby .issued to

any physician,"clinical laboratory ot hospital

- to receive, acquire, possess, transfer, or use, for

- any of the following stated tests, in accordance

~ With the provisions of paragraphs (b), (c), (d),

“.(e), and (PD of 1his section, the following by-
- product materials in prepackaged units; ' :

- (1) lodine-125, in units not exceeding 10

. microcuries each for use in in vitro clinical or

laboratory tests not involving internal or ex-

ternal administration of byproduct material, {
Z7’with byproduct materials as authorized under

or the radiation therefrom, to human beings
or animals, 748 L R TR

(2) lodine-131, in units not exceeding 10 -
:: only by personnel competent in the use of
.:such instruments and in the handling of the

microcuries each for use in n vitro clinical or
laboratory tests not involving -internal or ex-
ternal administration of byproduct material, or

the radiation therefrom, to human beings or '

animals.

(3) ‘Carbon-14, in units not exceeding 10 °
... of this section shall comply with the following:

ficense

miczocuries each for use in in vitro clinical or

Iaboratory tests not invoiving internal or exter-

-mal administration of byproduct material, or
the radiation therefrom, to hum_m beings or

3. .. .
(4) Hydrogen 3 (tritium), in units not ex-
ceeding 50 microcuries each for use in in vitro

clinical or laboratory tests not involving inter- - A
roduct material, until used, in the original = :

nal or external administration of byproduct
material, or the radistion therefrom, to human
beings or animals. o T

(5) Iron 59, in units not exmdin; 20

microcuries, each for use in in vitro clinical or
laboratory -tests not ‘involving ‘internal or ex-
ternal administration of -byproduct imaterial,
or the radiation

of animals. - -

7~ "\ (b) No person shall receive, acquuc pos-

iess, use or transfer byproduct material pur-
suant to the generil licenss ‘established by
guguph (a) of this section until he has filed

RC Form 483, “Registration Certificate—In
Vitro Testing with By:toduct Material Under
General License,” with the Office of Nuclear

therefrom, to human beings, .

y of NRC Form 483 with regis-

i i..i-tration number _assigned or until he has been
+ -authorized pursuant ta § 35.14(c) of this chap-
- 'ter _to use bypro

use byproduct material under the

:.license”in this  §31.11. " The registzant shall

... furnish on NRC Form 483 the follow,

“mation ‘and such other information as may be

tequired by that form: . s -

- (1) Name and address of the registrant;

(2) The location of use; and

(3) A statement that the fegistrant has ap-

.C. )
Commission a -

Win' int'or-»“ A ’
* “for "distribution to ‘persons generally licensed

the general

propriate radiation measuring instruments to -

i-the general license in paragraph (s) of this
section, and that such tests will be performed

- -byproduct materials. -

sesses or uses byproduct material pursuant to
the general license established by paragraph (a)

- (1) The general licensee shall not
at any one time, pursuant to the general
oin pgrmnrh (nr of this section, at any one

location of storage or use, 2 total 2mount of

. iodine 125, jodine 131, and/or iron 59 in ex-

-cess of 200 microcuries. - :

(2) The general licensee shall store the by-

P

-~ shipping container or in a container roviding
’ s provicis . _paragraph (s) of this section shail report in
“writing to the Director of Nuclear Material
-Safety and Safi

equivalent radiation protection. =

- cany out in vitro clinical or laboratory tests -, Ench ed_ut b in 1 s
rochure accompanies the package:

© {3) The general licensee shall use the by-'-

“":'{'(‘l'»)”l‘:!ccﬁt as prepackaged units which are
labeled in lécotdll:l“u with the provisions of a

~ ific license issued under the provisions of
+.-332.71 .of :this chapter or in accordance with
-the provisions of a specific license issued by an

Agresment State that authorizes manufacture
and -distribution of jodine:125, iodine-131,
carbon-14," hydrogen-3 :(tritium), or iron-59

by the AJreement State. . . :

(2) Unless the following statement, of a
substantially similar statement which contains
the information called for:in the follo
Statement, appears on a label affixed to ea

ed unit or appears in a leaﬂe; or

This radioactive materisl may be received,

- acquired, possessed, and used only by physi-

{€) A person who recéives.:achixes’. pos-

cians, clinical laboratories or hospitals and only
for in vitro clinical or laboratory tests not
involving internal or external administration of
the material, ‘or the radiation therefrom, to
human beings or animals. Its receipt, acquisi-
tion, possession, use, and transfer are subject
to the regulations and a general license of the
U.S. Nuclear Regulatory Commission or of a
State with which the Commission has entered

“.into an agreement for the exercise of regula-

roduct ma:‘ezu)l %nl{i’for the uses authorized "
.. y.pnnﬁ: a) of this section.
v« ;{4) ;The general licensee shall not transfer ;

. pursuant to this chapter or from an Agreement
. Stats,' nor transfer the byproduct material in

* any “manner “other “than ‘in the unopened, - :---
labeled shipping container as received from the -

supplier. R
prd) The general -licensee shall not receive,
acquire, - possess, or uss byproduct material

the byproduct materiat except by transfer to s .
-~ person -authorized -to ireceive it by a license

\4

tory authority. .. . .

- Name of manufacturer

(e) The registrant possessing or using by-
product materms under the general license of

ds any ciungu in the in-
formation furn by him in the

,“R_mhm-
tion Certificate —In .Vitro Testing with By-
Equuct Material Under General License,” NRC

orm 483. The report shall be furnished with-

‘in '30,?yl"afm the effective ‘date of such
‘ 55 A

(f) -Any tE:uon using byproduct material
jpursuant to the general license of paragraph (a)
of this section is exempt from the require-
ments of Parts 19 and 20 of this chapter with
respect to byproduct materials covered by that
general licsnse.,

Material Safety and Safeguards, U.S. Nuclear

' A State to which certain regulatory authorit

the Atomic Energy Act of 1954, as amendad.

pursuant to paragraph (a) of this section:
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it

y over radioactive material has been transferred by formail ajxuuun!, pursusat to saction 2‘&4 of

;?aterial generally licensed under this section prios 1o January 19, 1975 may bear labels authorizad by the regulations in effect on January |,

- YA new triplicate so
as required by §31.11(e). .

If larger quantities or othes forms of byproduct material than those specified
cation for Byproduct Material License,” NRC Form 313, should be flled to ob:
and registration forms may be obtained from the United States Nuclear
isotopes Licensing Branch, ‘Division of Fuel Cycle and Material Safety, .

e e

Pursuant t0°§
‘nished .to individuals who ‘supply .information

maintained in a system of records designated ai NRC:3 and descri

1.

AUTHORITY * Sections 81 and 161(b) of

_PRINCIPAL PURPOSE(S) " The

whether the application conforms to the

issuance of a registration certificate authorizing

/3." ROUTINE USES ' The information may be used: (a) to
provide information 10 Federal, State, and local health
mformation.“investigation."md ‘protection of the public health
State, or local agencies in the event the information Indicates a violation or
this information may be transferred to a

- judicial proceeding. In addition,
and necesary for an NRC decision or 1o
. WHETHER DISCLOSURE IS

T3
. /_\ -
S——
4
Disclosure of the requested information is

US.C. 4522:(3)(3j. enacted into law by

requirements of

R

“’PRIVACY ACT STATEMENT -

;section 3 of .the Privacy Act of 1974
.o the Nudcuikgg:‘!nt,orz :
ey x . 0

the Atoric Esiergy Act of 1

the Atomic Energy

officials and other persons

and safety.

O TINE R P

tain a specific byproduct material k
egulatory Commission, Wuhingtpn_, D.C.A 20855, Attantion: Radio-

(Public Law 93579), the rouwli_'.:gl
ry Commission on Forms NRC-482 ar 7 This
£ 90 Federal Registor 45334 (October 1,.1975) i
954, as amended (42 US.C. 21 (
information is evaluated by the NRC staff pursuant to criteria set forth in 10 CFR Parts 20-36 to determine

Act of 1954, a3 amended, and the regulations of the NRC,-for the
the use of byproduct material for medical use or in vitro testing. . -~ S

PEEERI

t of this Registration Certificate, NRC Form 483, may be used 1o report any changs of information furnithed by a registrant

.11 are required, an “Appli-
-Copies of appucatjpn

statement is fur-
information is

and NRC-483
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11 and 2201(b)).

provide records to State health departments for their information and use; and (b) to
in the event of incident or exposure for purposes of their

- The information may.also be disclosed to appropriate Federl, .
potential violation of law and in the course of an administrative or
n appropriate ‘Federal, State, or local sgency to the extent relevant
an appropriate Federal agency to the extent relevant and necessary for that agency’s decision about you.
MANDATORY:OR . VOLUNTARY
voluntary. .If the requested information is not {
Q:ncndment thersof, will not be processed. «vriimnsioey oo, v ey s IR

AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATION

the _tqagtndon ‘certificate, or
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