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10 CFR 31

" WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE
poesess certain small

Section 31.11 of 10 CFR 33 csub!uhn 2 general hcmu authorizing phyucum clmucnl Isborstories, and hospitals to

quantities of byproduct material for in witre clinical or lsboratory tests not involvi mj lcl‘u'n‘::cm.lll:':durumgrl,{h;:;nﬂtrla’x;lo; :lu:’t:;r?lyst:'dnu(ﬂ
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matetisl or the sadistion therelzom to human beings of animals. Possession of byp:
‘the physician, clinical laboratory, or boap:ul bhas ?Ied Form AEC—483 and muved from the C n a validated copy of Form AEC—83
with mmuuon B . i .
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'Sabnd this form in Mﬂudc fo: Ulmed Sules Amnuc Energy Commission, Wuhmgmn, D.C. 20545 Altenuon' .Dxr or. Divilion of
Materials Licensing. A vegistration nxmber swill be assigned .and & validated copy of Form AEC—483 will be returned. - !
+1. Please print or ty

within the shaded ares, below, the name and address (lndudmg ZIP Code) ol dne regmram phyl cun. c}nn:cd hbon-
wry, or bo:pml F' whom ot for: w!nd: this regumuon form is ﬁled. - oo Pagenmete YA
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3..’T64be completed by the Atomic Energy Commission

: 2 1 hertby apply for 2 regutnuon number puuuant to : B Renstnuon number ‘. - 5524 T . _
-:§ 31.11, '10 CFR ‘31 for use of byproduct materials for S FUR THE U. 5 NUCL RY COHMISSION
“(please check one): cwl e ) ) y . »

B’l. Myself, 2 duly lnctmcd Phyucun a\nhonud to du— TR .'_‘,'-"' U ' '“'.:‘ K ..":"'"“" = .\ ', ' -
. .~ pense drugs in the practice of medicine. =~ -7 7 Ul "' ST “ N R
0. b. “The nbovwnamed clxmcn.l hbontory. o RS g L E et
O c. The sbove-named bo.me P e Shitley A, Ctutchfie a\J “June 18, 1980 SRR
s B Y L DR (Leave this space blenb—unmoer o be arirgned by AEC) i
-4, I place of use is dm«@:}:&é‘gg&.‘.;‘n. Item 1, plesse give complete addeess: : .
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. a. All information in this u-gmrluoh certificate is true and complet'e‘ S e RS T

'b “The registrant has appropriate radiation messuring instruments to carry out the tésts for which byproduct mltmd will be uu.-d under
the eral license of 10 CFR 31.11. The tests wlll be performed nnlv by personnel competent in the use of the instruments and in the

handling of the bypeoduct materials. .

«l understand that Commission rrguhnons r«hue that any thmge in the mfnrmanon furnished by 2 registrant on this regumnon certif-
icate be reported tn the Dlrecmr. Division of Materials Llccmmx, within 30 days fmm the eflective date of such change. .

d. 1 have read and undenund the pmvmom of Section 31.11 of AEC regulations .10 CFR 31 (reprinted on the reverse side of this form}
and I understand that the registrant is required to comply with those provisions as to all by, Produt( material which he receives, acquires
possesses, uses, or mnskn under the general hcense Ior which this Regumnon Certificate 13 ﬁltd wlth tbe Awmnc Energy Commission
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WARNING.—13 U.S C.. Section J001: Act of June 25, 1948; 62 Stat. 749; makes it a criminal pffense to & 1] repre-
sentation 1o sny department or agency of the United States as to any matter -th.h: l.u:td::l':gn'.h. stetement or
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- clinlcal or laborstory testing. . - section, and that such tests wi

--carry out in vitro clinical or laboratory tests  Atomic Energy Act of 1934, as amended.
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‘\,Sl.ll' Ceoer-l Heense fof.'nu.; of lo wilh'by;'arod;x't materials a3 authorized t;nder

- - dino=125 or lodine-131 for In vitro the general license in P."‘nﬁhbe(.g«:‘r;ﬁ
o

only by personnel competent in the use of such

2 (a) A general license is hereby issued & instruments and in the handling of the by-

::1 physician, dlinial hbo::o . or hosPt‘tll product materials. : : Ca
receive, acquire, possess. e€ror usc, fof  (c) A persoa who receives, acquites, -
any of the following stated tests, in accordance or uses byproduct material punumro:o

- s . . 3C38L3
- with the provisions of peragraphs (b), (€). ~ the general license established by parsgraph

(d), (e), and (f) of this section, the following ~ . (4) . . :

uct materials in prep-chged units: f(t:l}o:i‘;mt:h“ section shall comply with the
. (1) Jodine-123, in units not exceeding 10 (1) The general licensee shall not possess
microcuries each for use in in vitro clinical or = 4 any one time. pursuant to the general license
laboeatory tests not involving internal or ex- paragraph (a) of this mionn,mn any one

" ternal administration of byproduct material, of  Jocation of siorage or use a total amount of

the radistion therefrom, to human beings or  jodine-123 and/or iodine-131 in excess of 200
animals. . . . microcuries, - co : ‘
[(2) lodine-131, in units not exceeding 10 ' (2) The general licensee shall store the by

. microcuries each for use in in vitro dinicsl or product material, until used, in the original
labocatory tests not involving internal or ex- - shipping container or in a container providing :

.ternal administration of byproduct material, or,.. equivalent radiation protectioa. - : -

the radiation therefrom, -to human bemp or - .. (3) The general licensce shall“us; the
oo =1 ! byproduct material only for the uses authorized | . -

‘animals. o RN
(b) No persoa shall receive, acquire, possess, by paragraph (a) of this section. -

.-use or transfer byproduct material punswant to 7 (4) The 1 i hal nsfer
: ) C v genenal licensee shall not transfer
the general license established !’YJ“‘K“P*' {3} the byproduct material to a person who is not
Form AEC-  suhorized to receive it_pursuant to a license

:(.’t!lilkmiou-umilc: Eu 3!
483, “Registration ifcate—In Vitro Test-  jssued by the Commission or an 'Agrecment
'L’{S--"‘g‘ By uct Material I,J',’d_“ General  Sigte! nor transfec the byproduct material in

f_ﬂllk +, With the Director, Division of Ma. any manner other than in the unopened. labeled
terials W U.sl') amc-&“ Com-  shipping container as received from the supplier.
mission, ngtoa, D.C. 20343, received (d) The general licensee shall not receive,
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7 The registrant shall furmnish on Form AEC—485 -, suant to paragraph (a) of this se_ction: . .
| the lm'i 7. (1) Except as prepackaged units which are

40'@';0“ :;‘u::yfol:“ ,:::":Ed b;ug:"o;::‘;':mo " labeled in accordance with the provisions of a

{l; ‘Name and address of the registrant; specific license issued under the provisions of
- {2

The locatioa of use; and . .
(3) A strtement that the registrant has ap. . ' A State o which the Commission has transflerred
certsin regulatory suthority nver radiosctive materis! by

propriate radistion measuring instruments to-  jooo Sgrrement. putsuant tn section 214 of thy
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provisions of a specific license issued

. ‘,.".~ . ...r-':—f,.:.'..v A R
§ 32.71 of this chapter or in accordance with the

by an

Agreement State, which -uthorizes'n!anghclurt
and distribution of -iodine-123 or iodine-131
* for distribution to persons ;tnerfllx l.rchs_cd by

., the Agreement State.- -5, -

{2) Unless the following statement. or a
substantislly similar statement which contsins
the information called for in the fullowing
statement. appears on 2 label affixed to each

repackaged unit or appears in 3 leaflet or
- brochure which accompanies the package:

This radmactive materis] may be received, acquired, -

" permvessed, and used nnly by physicians, clinical

labors-

tones ar haspitals and only {oc in vitra clinical or lab-
- uratory ‘tests not involvmr internal or external ad-
o

menisttaton of the material or the radiation th

erefrom

tn human beings or animals. Its recoipt. acquisition,

possession, use, and transler are subject to the
tiins and 3 general license nf the U.S. Atnmic

reguls-
Eneexy

Commission ar of 2 State with which the Commission

cews TA e

-«-1eaulstory suthority. - . - -

i . - v

has entered into an-agreement for the the exercise of -+

——tmese

- Name of mn_ubaiuﬂ .

~ (e) The registrant possessing -of " using by. .
product materials under the.general license of ..
pacagraph (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 Certift

cate— -

In Vitro Testing with Byproduct Material Un.
der General License™, Form AEC—483. The re-

effective date of such change.

port shall be furnished within 30 days after the

pursuant to the general license of paragraph
{a) of this section is exempt [rom the require-
ments of Part 20 of this chapter with respect
to byproduct materisls covered by that general
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v vlf larger quantities or other forms of byproduct material than those specified in the general license of 10 CFR 31.11 alc required. an “Appli.
cation fgr Byproduct Material License,” Form AEC-313, should be filed to ohtain a spevific bypraduct material license. Copies of application and
registration forms may -be -obtained from the United Staggs Atomic Eneegy Commission, Washington, D.C. 20543, Attentian: Isotopes- Branch,

Division of Matcrisls Licensing.
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<= (f) Any:person using ‘byproduct matcrial .-




