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l\!STRUCTIO‘iS

.. 1. Submit this {oim in triplicate to-
United States Atomic Energy Commission-

. B Attention: Directorate of I_xcensmg,
ot T Materials Branch - ... &
s o Washm—ton D.C. 20545

77" whom or for whch this rezistration form is
_. filed. Position the first letter of the address

. lese print or type the name and addres"
(including zip code) of the registrant-
physician, clincial laboratory, or hospital for-

7“7 below the left dot and do not extend the = -~ T
‘ address beyond the right dot. (At AEC,a =~ =~

" registration number will be assigned and a

‘returned.) - - STt

validated copy of Form AEC-483 will be N

U.S. ATOMIC ENERGY COMMISSION

REGISTRATION CERTIFICATE—IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

- . Scction 31.11 of 10 CFR 31 cstablishes a renrnl license authorizing physicians, clinical laboratories, and hospitals to poxsess
certain small quantities of Lyproduct material for i vitro clinical or laboratory tests not involving the internal or external
administration ‘of the byproducl material or the radiation therefrom to human beings or aniinals. Possession of byproduct
material under 10 CFR 31.11 is not authorized until the physician, dlinical laboratory, or hospital has filed T’ orm AEC-483 and -
received.from the Commission a v.nhdncd copy of Form AEC-4-83 with registration number .

. 4 To be completed by the Atomic Energy Commusxon

AForm Approvcd )
Budget Bureau No.
38—R0O160

3. 1 hereby apply for a registration number pursuant to §
31.11, 10 CFR 31 for use of byproduct materials for
{please check one block only)

a. Myself,
- dispense drugs in the practice of medicine.

. .[}'b. The above-named clinical laboratory.

O c. The above-named hospital.

chxstr:mon number;

a duly licensed physician authorized to

L et et D ST MRV

6. Certification:

oo 1 hereby certify that:

< iTea, All mform:mon in this rcﬂtstr.mon certificate is true and complzie.

b. The registrant has appropriate radxauon measuring insttuments to carry out the tests for which byproduct matcml will be used under the
general license of 10 CFR 31.11. The tests will be performed only by personne! competent in the use of the instruments and in the handling

of the byproduct materials.

c. I understand that Commission regulations require that any change in the information furnished by a regmrant on this reoutmhon cerhf’catc

be xeported to the Directorate of Luensm Materials Branch, within 30 days from the effective date of such chmoe

d. T have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (rcprmtcd on the reverse side of this form);and I -

understand that the registrant is required to comply with those provisions 2s to all byproduct material which he receives, acquires, pOSS\,ﬂcS,
uses, or transfers under tbc gencral license for whxch t}ns Reglstmuon Certificate is filed with the Atomic Encq..y Cumnmlon

Date ___

By_, et >

' (Sy‘lure of pcrsan f ling fo'm T Sl

WARNING-18 U.S.C., Section 1001; Act ot June 25, 1948; 62 Stat. 749; makes i* a criminal offense to make a willifully false statement or
. representation to any departmeant or agency of the United States as to any matter within its juriscliction, .

)



CONDITIONS AND LIMITAT!ONS or GENERAL LICENSE 10 CFFR 31.11

§31.31 General license for use of fodine-125
or ivdine-131
Laboratogy testing.

(1) A general license ix hereby issued to any
physician, clinical laboratory, or hospital to
receive, acyuire, possess, lransfee or use, for any

of the following stated tests, in accordance withy

the provisions of paragraphs (b), (c), (d), (¢),

- 2nd (D) of this secfion, the following byproduc.t
materizls in per'lckn"ed units:

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

. microcuries cach t'o: us2 in.vitro clinical OF
_laboratory

tasts * not” involving | internal "ot |
external administration of byproduct materml,

or the mdunon thercfrom, to hum:n bemgs or

animals, - - sy
(b) No' pcrson sh:ll recclve, acquu'e, posse&s

use or transfer-byproduct material pursuant to

tha gencral license established by paragraph (a) .
of this section untl-:heihas -filed -Form -
AEC-4835, “Registration:- Certificate~In Vitro-

ar»’remng with Byproduct Material Under General
- ecamimazew License?, - with-the. Directorate..of.Licensing,

Materials - Branch, «U.S."Atomics Energy .
. Commission, Washington, = D.C.-720545, and, -
. received from the Commission a v:hdated copy
‘of Form AEC483. with registration’ number
- assigned, The registrant shall furnish-on Form -

" : AEC483 the following information and such
" other x..l'orm:mon :!s marbe tequ:red by that

form: e
(¢} Name arnd -drcssof the reglstmnt" :
(2) Thelocaticn of use; and - .
L(3) A statement that the” regzstrant has

appropnate ‘radiation me.:sunng instrutnents to’

carry out in vitro clinical or laboratory tests

- with byprcduct materials as authorized under

the gereral licesse in puaragraph (a) of this
_section, and that such tests will be performed

" only by personnel competent in the use of such

iastruments and in the h:mdlmg of the
~ byproduct materials.

for in vitro clinical or.

.

(c) A, pumn who  reccives, -acquires,
posscsses or uses byproduct material pussuant
to the general license eslabiished by pusagraph
(a) of- this set.txon shall comply with the
following:

(1) The general licenses shall not possess at
any one time,. pursuant to the gencral license fin
paragraph- (3)- of this section, at any one
location of storage or use a total amount of

" nucrocunes. DRI -

;(2) The geneml Ixcensec sh;'ll store the
byproduct matcrial, until used, in the ongmgl

-equnvnlent radi xauon protection.

e

R

2(3)- The general hcens*e shall use *thﬂ

_.by paragraph (a) of this section. . .
.2(4) The general licensee shall not transfer
* the byproduct material to a persoa who is not

“authorized .to receiva it pursuant to a licensa
“Tissued. by the Commission or an Agrcement
State, nor transfer the b)product material in
any: manner- other- than in the unopened,
,hlabeled. shipping container as reczived from the
supplier. - ..~
-+5(d). The general hcensx shall not recexve,
acquire, . possess, Or use byprodu»t material
puxsuant to pamomph (2) of this section: .

labeled: in accordance with the provisions of a.
- specific license issued under the provisions cf
§32.71 of this chapter or in accordance with
the provisions of a specific licens2 issucd by an

'A State to which the Commission has
lrancrcm:d certain regulatory authority over
radioactive material by formal agreement,
pursuant to section 2743 of the Ammic Energy
Act of 1954, as amended.

“statement,

. _fodine-125 andfor iodine-131 in excess of 200

- shipping container or in a container providing,
. Ilum:m

bypmduct material only for the uses aulhonzed :

“of paragra

(l) Except as prepackaged urits which are

Apreement State, which authorices
manufacture and distribution of jodine-125 of
iodine-131 for disteibution to persons ger- 'ty
licensed by the Agreement State.

(2) Ualess the following statemen 7
subsiantially simitar statement which c&
the  information calted for in the foll
appears on i label affixed to
prepackaged unit or appeurs in a leaflet ot
Lrochure which accompaniss the packags: ‘

This radioactive material- may be reccived,
acquired, posscsed, and used’ only Ly
physicians, clinicat laboratories or hospitais aad
only for in vitro-clinical or laboratory tesis not
involving internal or éxternal administeation of
the material or the radialion. therefrom lo
beings ' or. animals. Its l‘:cupt,
dcquisition, possesiion, use, and transfer are
subject to- the rexulitions and a general licensd

’of the U.S. Atonic. Inersy Commission orof a

State with which the Cummission has entered
into an agreement for the exercise ol'revu..nmy
a2uthority. : .

N'l-ne of m:mu :lv.tuter'

(e) The rchstrant possessinv or using

byproduct materials under. the general license ™
it (@) of this section shall report in - -

writing to the Dircclorate of Licensing,
Materials Branch, any clanges in information:
furnished by himr in ‘the “Registration
Certificate-In Vitro Testing with Byproduct,
Maierial Under Gereral - Licerse™, ¥Form

30 days after the effective date of such chancec.
() Auny person using byproduct. » *
pursuant to the general license of parag !
of this section is exempt from the requize_
of Part 20 of this chapter with respet
byproduct materials- coxcred by that gm
license,

© AEC- 483. The report shall be furnished within

e T LR e NI R T S T L S
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NOTE

If larger qu:mtxucs or other forms of byproduct material than those spec:ﬁnd in the gcnenl license of 10 CFR 31 11 are requlred an-

N01131" 3
A&"‘\‘\l" 3,

s-l‘;_n

) "Apphc:mon for Byproduct Material License,” Form AEC-313, should be filed to obtzin a specitic by product material ticense. Copies of application
. and registration forms may be obtained from the Umted Sta!¢s Atomic [‘rcr«y Commission, Washington, D.C. 20545, Attention: Materials Branch,
. Dlrector.\tc of Lxcemm':. o : S .




