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2.1 hereby apply for a registration number punuam to 1
§31.11, 10 CFR'31 for use of byproduct materials for FOR ,TH‘E -‘ﬁ"" 3. NUCL
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‘b."ﬂne registrant has ;rpropnue radiztion measuring instruments to carry out the teses Ior which byproduct ma(enl.l will br mztfuadt
; 0 CFR 31.11. The tests will bc petformed only by personnel competent in the use of the instruments

;entral license
handling of the byproduct materials. .-

«l understend that Commission regulations “}W"t that any change in the information furnished by 2 registrant on this rtgumuon certif
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CONDITION3 AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11 -.-'_ B

‘.

§31.17 General license_for use of lo-
Zle=125 or lodine~131 for In vitro
clinlcal or laborntory testing. |

(a) A genera] license is hereby issued 0
sny physicien, clinial laboratory, or hospital
to rective, acquire, posseid, transfer or use, for
any of the following stated tests, in accor
with the provisicas of
(d). (). and (£) of this section, the foilowing
by uct materisls in prepscizged units:

(1) lodin=—123, in units oot exceeding 10
microcudies esch for use in in vitro cliniaal or
laboratory tests aot involving internal or ex-
ternal sdministration of byproduct material, or
the radistion therefrom, to human beings or
animals.

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

microcuries cach for use in in vitro clinical or .

tabocutory tests sot involving internsl or ex-
ternal administration of by uct matcnisl, of
the radistion
anizwmls. . . -

(b) Ne persoa shall receive, scquire, possess,

. use ot transfer byproduct material pursuant to
" the geaeral license established byJanAnph (a)

of this section until he has filed Form AEC~
483, “Registration Certiicate—In Vitro Test-

‘ing with Byproduct Material Under General

License”, with the Director, Division of Ma-
tezisls Licensing, U.S. AlomicAEncmrdu Com-
missioa, Washingtoa, D.C. 20343, received

from the Commissioa a validated copy of Form -

AEC-483 with registrtion number assigoned.
o 1::‘ I istrant shnll furnish oa Form AEC-483 '
't {1

ing informatioa and such other in-
formation a3 msy be required by that form:

él Name and address of the registrant;

2) The location of use; and )

(3) A ststement that the registrant has ap-
propriste radiation messuring instruments to-

. carry out ia vitro dlinical o laboratory tests

.. only by personnel com

peragnphs (3. (c).

therefrom, to human beings or .
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with byproJud materisls as suthorized u-ndtf'

the general license in paragraph (a) of this
section, and that such tests wiﬁ be ;?erformcd
ent in the use of such
“instruments and in the handling of the by-
" product matenials. . .
. (c) A persoa who receives, acquires, pos-
sesses or uses byproduct materis! pursuant to
the genersl license established by paragraph
 (a) of this section shall comply with the
following:

(1) The genenal licensee shall not possess
at any one time. pursuant to the general license
in paragraph (a) of this sextion, at any onc
Jocation of storage ot use a total amount of
jodine-123 and/or iodine~131 in excess of 200
microcuries. ]

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

shipping container or in a_container providing -

:~-equivalent radiation protection. - - -

- (3) The genenal licensee shall use the
+. byproduct material only for the uses authorized
by paragraph (a) of this section.

(4) The genenal licensee shall not transler
the byproduct material to a person who is not
awthorized to receive it pursuant to & license
issued by the Commission ot an ‘Agrecment
State,' nor transfer the byproduct material in
any manner other than in the unopened. labeled
shipping cuntainer as reccived from the supplier.

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

_suant to paragraph (a) of this section:

" (1) Except as prepackaged units which are
Iabeled in accordance with the provisions of =
specific license issued under the provisions of

1 A State tn which the Commission has translerred

* certain regulatory suthority aver radioactive materisl by

Intmal agreement, pursurnt ta section 274 of the
_Atomic Encegy Act of 1934, as amended.

L
v, .

§32.71 of this cin;t;r. ot in accordance with the

provisions of 8 specific license iss
Agreement State, which suthorizes rany’
and distribution of -iodine-123 or iodir,

* for distribution to persons generally licensew uf

the Agreement State.  --. -~ 7" e
(2) Unless the following statement. or a
substantially similar statement’ which contains
the information called for in the following
statement. appears on a label affixed 1o each
repackaged unit or appesrs in & leafict or
echure whith acompanies the package: -

This radmacuve material may be received, scquired,
persevsed, and used nnly by rhyu(in_nl. clinxal laborae
torses i henspitals and only lor in vitre clinicsl or labe
vratnry " tests not involving internal or_external ad.
ministeation of the material oe the radiation therefrom
t human beings or animals. Jts receipt, acquisition,
possesvian, use, snd transfer are subject ta the reguls-
trons and 3 general license of the U.S. Awmic Enceay
Commusion ar of 3 State with which the Cammisson
has entered into an srreement for the the exercie of

-« requlatory authonty.

-
!

Nime of msnulsctures -

(¢) The registrant posscssing-or using by-
product materials undee the. genenal lcense of
paragraph (a) of this section shall teport in
writing to the Director, Division of Materials.
Licensing. sany changes in the informstion fur-
nished by him in the ~Registration Certificate—
In Vitro Testing with Byproduct Material Un-
der General License™. Form AEC—483. The re-
port shall be furnished within 30 days after the
eflective date of such change. :

(f) Any person using byproduct material
pursusnt to the general license of pan
(a) of this section is exempt from the reo=-*~
ments of Part 20 of this chapter with 3
to byproduct materisls covered by that )
license. L.

-

If larger quantities or other forms of byproduct material than those
cation for Byproduct Materisl License,” Form AEC-313, should be filed ¢
registratioa forms may be obtained from the United States Atomic Energy Commission,

Division of Materials Licensing.

~

NOTE

- .S, GOV MENT PRINTING OFFICE : I—O-120-281

.
specified in the gencral license of 10 CFR 31.11 ate required. an “Appli-
o wbain a spevific byproduct material license. Copies of application and
Washington, D.C. 20343, Attention: Isotopes Branch,

v -



