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Y8 % Section 31.11 of 10 CFR 31 estsblishes a_gencrsl license authorizing physicians, clinizal jaboratotics, and bospitals_to possess certain small

. \1. Please print ot type within -the shaded ares, below, the name and address (including ZIP Cod:e) of the registrant phy ic?.m. cl .

Form

e REGISTRATION CERTIFICATE—IN VITRO TESTING - . 3s-rois0
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE :
guantities of byproduct material for ia witre clinical or laborstory tests noc involving the internal or external sdministeation of the byproduct

matetial of the radiaticn therefrom 10 human bcinf or animals, Possession of byproduct material under 10 CFR 31.11 is not juthorized until
the phyrician, clinical laboratory, or hospiul bas filed Form AEC—48) and received from the Commission a vilidated copy of Form AEC—48)

with regisiration numb:r,
B I O DT T : . ¢ ., . . INSTRUCTIONS e .
or, Division ¢

. 'Su‘su'l lbif Jorm in triplicate to: Unit;:d States VAmmic Energy Commission, Washington, D.C. 20543, Attention: .P

Materials Licensing. A regisiration number will be assigned and a validated copy of Form AEC—+8] will be returned.
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’3..' To be completed by the Atomic Energy Commission

2.1 hereby apply for a registration number pursuam. m' 1 - Ruistzniqn number': . : 4678/ T B
. . « ¥ s ety TN et . . N Bl .. S
§ 31.11, 10 CFR 31 for use of byproduct mlterulis for“.b K P E 0. S, NUGLE i on¥ CO}E‘II_SSIQH,’,
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B s-Myself, a duly licensed Apbyli.cian. authorized u; dis- * b ' S . p P
-~ * pense drugs in the practice of medicine. ‘_‘ SRR o .’ T - el . :
D b "The above-named dinical ‘Isboratory. e B I o , .,-‘ PR (e
O c. The sbove-named bospial. . © "I shirley A. Crutchfield July 13, 29817 o
e e e e et IR R {Lrase 1his space blasd—namocr 10 be assigued by ABC) V- ' "’;"
. 4. It place of use is different lmmaddms in Item 1, please give ?omplue address: | L -
3. Centification: © 7 U e T - j
1 hereby certify that: -
s. All information in this regisiration certificate is true and complete. i . L T e

"b. The registrant has appropriate radiation measuring instruments 10 carry out the tests io.r which byproduct material will be used unde
’ the general license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instruments a.nd in th

handling of the byproduct materials. ..

c. 1 undrrstand that Commission regulations require that any change in the information furnished by 2 registrant on this registration cer:if
icate be reported o the Director, Division of Materials !.iccming. within 30 days from the eflective date of such change. ..

< d. 1 have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form
and I understand that the resistrant is required to comply with those provisions as to all byproduct material which he receives, scguire
possesscs, uses, ot teansfers under the general license for which this Registration Certificate 13 filed with the Atomic Energy Commissio
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WARNING. —1% U S C.. Section 1001; Act of June 25, 1948; 62 Statl. 749. makes it a criminal offense to mak repre- -
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CONDIT!ONS

§31.11 General Uocrse for use of lo-
dine-125 or lodine-131 for in vitre
clinlcal or laboratory testing, )

any phrsican, dlinial haborstory, or hospital

%0 receive, acquire, presess, transier or use, for

any of the following stated tests, in accordance

with the provisions of

(d). (e), and (f) of this section, the following
uct materisls in pi units:

(1) lodine-123, in units not exceeding 10
‘microcuries cach for use in in vitro clinical or
lsboratory tests not involving internal or ex-
ternal administration of byproduct material, or
the rsdistion therefrom, to human beings or
animals.

(2) Iodine-131, in units not exceeding 10

microcuries each for use in in vitro clinical or - p
shipping container or in a container providing -

faboratory tests not involving internal or ex-
ternal sdministration of byproduct matenial, or,
the radistion therefrom, to human beings or
animels. S

~(b) No person shall receive, acquire, possess,
use or trrnsfer byproduct material pursuant to
* the geaersl license ostablished

cncral | by Jmnnph (2)
of this section until he has fled Form AEC~
433, “Registraticn Certificste—In Vitro Test-

-ing with Byproduct Material Under Genenl

License”, with the Director, Divisioa of Ma-
terials Licensing, U.S. Atomic .Encrgy Com-
mission, Washingtoa, D.C. 20343, mﬂ«dved
from the Commissioa a validsted copy of Form
AEC-483} with registration number assigned.

ing informatica and such: other in-
formstion a3 msay be required by that form:

zl Naxne and address of the registrant;

2} The location of use; and

(3) A statement that the registrant has ap.
propaate radiation measuring instruments to-

. aarry out in vitro dinical or laboratory tests

(3) A general license is hereby itsued .

gosphs (b)), (<),

istrant shall furnish on Form AEC—483) ~
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with byproduct materisls a3 authorized undec
the general license in puusnrh (2) of this
section, and that ruch tests will be perfermed
oaly by personnel competent in the use of such
-instruments and in the handling of the by-
" product materisls. . .
. (¢) A persoa who receives, acquires, pos-
sesses or uscs byproduct materisl 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 one time. pursuant to the general license
in paragraph (a) of this setica, at any one

location of storage or use a total amount of

iodine-123 and/or jodine-131 in excess of 200
microcurics.

(2) The general licensee shall store the by-
roduct materisl, until used, in the original

1~ -equivalent radistion protection. - *.. -
-~ (3) The general licensee shall use the
+. byproduct material only for the uses authorized
by paragraph (1) of this section. |

(4) The general licensce shall not transfer
the byproduct material to a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an -Agreement
State.! nor transfer the byproduct material in
sny manner other than in the unopened. labeled
shipping container as reccived from the supplier.

(d) The genenal licensee shall not receive,
. acquire, possess, or use byproduct material pur.
susnt 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

' A State to which the Commission has translerred

* centain regulatory suthority nver radinactive materisl by

formal agreement, putsusnt to sectinn 274 of the
_Atomic Energy Act of 1934, a1 amended.
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provisions of 8 speeific license issued’
Agceement State, which authorizes man
and distribution of - iodine=123 or iod:

)

* for distribution to persons genenally hcen vy

the Agreement State. P it

(2) Unless the following statement. or &
substantially similar statemer.t’ which contains
the information called for in the following
statement. appcars on a label affixed to each
prepackaged unit or appears in 2 leaflet
brochure whith acompanies the package: -

This tadwactve matecial may be received, scquired,
perversed. and used unly by rhyu'nlm, clinxal habors-
turres ne hospitals and only lor in vitro clinica! or lab-
uratory " tests not inmlrinr internal of_extescsl »d-
mieistratron of the materisl o¢ the radiation therelrom
to human beings of animals, I3 receipt, scquintion,
possestion, use, and transfer are subgect to the reguls-
tons and 3 general luense of the U.S, Atomic Eneray
Commesvian ar of 3 State nith which the Cnmmirnon
has entered into an axreement for the the exercise zl

P

Nime of manulscturer

(¢) The registrant possessing-or using by .
product materials under the. general license of -
raragraph (a) of this section shall report in
writing to the Ditector, Division of Materials
Licensing. any changes in the information fur
nished by him in the “Registration Ceqtificate—
In Vitro Testing with Byproduct Material Un.
der Genenal License”, Form AECHR3. The re
port shall be furnished within 30 days after the
eflective date of such change. .

(f) Any person using byproduct material
pursuant to the general license of paragraph
(2) of this section is exempt from the 7~
ments of Part 20 of this chapter with )
to byproduct materials covered by tha —~
license. s

—

NOTE

.

If larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 ate required. ;n “Appli-
cation for Byproduct Material License,” Form AEC-313, should be filed to vhtain a spevific byproduct material license. Copies of application and
registration forms may be obtained from the United States Atomic Energy Cummission, Washington, D.C. 20343, Attention; Isotopes Branch,

Division cf Materials Licensing.
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