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5/72) . U.S. ATOMIC ENERGY COMMISSION | Budgct Bureau No.
10 CFR 31 , 38—RD1ED

REGISTRATION CERTIFICATE-IN VITRO TESTING
WITH BYPRQDUCT MATERIAL UMDER GEMNERAL LICENSE

. Section 3111 of 10 CFR 31 vslablishes a general license anthosizing physicians, clinical laboratories, amd hospil

\/ certain small quantilies of hyproduct material for in vitro clisical or laboratory tests not involving the inter
administration of the hyproduet material or the radiation therefrom to human heings or animals, Possessio

material under 10 CFR ALLT is not authorized until the phvsician, clinicat laboratory, or hospital has filed

received from the Cotumission a validated couv of Form AECA83 witi repsiraiion aumber,

s lo Ppossens
1 or external
of byproduct
m AEC-#33 anid

© o L. .
Leonard S. 11 nkner! M'D ° 9 F 'A .C. P . 3. 1 hereby apply for a relistration aumber purseint (o §
17000 West Eight Mile R4.- i 31.11, 10 CFR 31 for use of byproduct maserials for

: - (plecse check one block oniy) :
S_Ol;thfieldr,l Mic._hl_sa‘n 48075 : © 0 K] 2. Myself, a2 duly licensed physician authorized to

v dispense drugs in the practice of medicine.
- [0 b. The above-named clinical laborzatory.
. [J ¢ The above-named hospital, ,

) "4, To be completed by the Atomic Ene:gy Commission
INSTRUCTIONS : : : .
1. Submit this form in triplicate to: =~ - - - Registration number: o .
" United States Atomic Energy Commission : . . - 2466

Atvtention: Directorate of Liceyl;@x)g,- - n. 5. Aiohn-c E - SYON- -+ '« -+ L .

Materials 3ranch o

Waskingron, D.C. 20545 L AT e

2. Please print or type the name and address ’ e - . @’1 S
(including 2zip crde) of the registrant : o N 2 LT
physician, clincial l2boratory, or hospital for : : ’
whom or for wp zus registration form is %L

filed. Position == [T lrzier of the address o BY: FLLE? E_ﬂ:s e ‘,;f,;“,,,?bnu %e, o be a;ﬁméd t;y ; é &? /7 4

beiow the kft i 225 So not extend the I rrece i
address beyons - .z dot. (At AEC, a
rezistration uzroev wwl e assizned and a

. ] validazed @y < e AEC483 will be ) ‘ I - - - o R
setcrned ) T _ : _ o [P
5. Upaxofmel e . e addressin hem 1, please give complete address: [ U S

6. Ceniilication:

S . N . . IR _‘L_.-,',,

1 hereby certify 1.

a. All information 7% registration certificate is true and complete.

b. The registrant hzs zzoreariate radiation measuring instruments to carry out the tests for which byproduct materiat will be used under the
general license of 13 CTR 31.11. The tests wili be performed only by personnel competent in the use of the instruments and in the handling
of the byproduct swereruals, S : o o T

c. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported to the Di-ectorate of Licensing, Materials Branch, within 30 days from the effective date of such change. ’

d. 1 have read and urderstard 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 registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

Signature of person filing Ioﬂn

Date  3' -1y o w[W'J.W ol D

| X r

\\/ Printed name and title or pusition of person filing form

WARNING—18 U.5.C., Section 1001; Act of June 25, 1948; 62 Stat, 749; makas it a criminal oftense to make a willifr 'y false statement or
representation to any department or agancy of the United States as to any matter within its jurisdiction, -




CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of iodines125
or iodine-131 for in vitro clinical or
laboratory testing,

(3) A general license is hereby issucd to any
physician, clinical laboratory, or hospital to
receive, scguire, possess, transfer or use, for any
of the foflowing stated teits, in accordance with
the provisions of poasiacipbs 1h), (€, {d), te),

Cand () of this section, the fellowing byproduct
nuterials in prepackaged units:

(1) lodine-125, in units not cxceeding 10
micracurics each for use in vitro clinical or
laboratory tests not involving internal ot
external administration of byproduct material,
or the radiation therefrom, to human beings or
animals. . : o

(b} No person shall receive, acquire, possess,

(c) A  person who receives, acquiics,
possesses or uses byproduct malerial pursuant
to the general license established by paragraph
(a) of this scction shall comply with the
following: .

(1) The general licensee shall not possessat
any one time, puisuant to ihe general Hcense in
parawrapit 1) of this secuon. al any o
location of swerage of -use a total amwosnt of
iodine-12S andjor iodine-131 in excess of 2(0
microcurics, . -

(2) The general licensee ‘shall store the
bypraduct .material, untit used, in the original
shipping container or in 2 vontainer providing

_equivalent radiation protection.

use or transfzr byproduct material pursuant to -
the general license established by paragraph (a)’

of this section until he has
AEC-483, “Registration " Certificate—In Vitro

filed - Form.-

- Testirg with Byproduct Material Under General

License”, with the Directorate of Licensing,
Materials - Branch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
received from the Commission a validated copy

of Form AEC483 with registration number -

assizned, The registrant shall furnish -on Form
ALC-483 the following information and such
other information as may be required by that
form: : .

(1) Name and adress of the registrant;

(2) The location of use; and

(3) A statement that the
appropriate radiation messuring instruments to
carry out in vitro clinical or laboratory tests

registrant has *

with byproduct materials as authorized under .

the general license in pur:graph (a) of this
section, and that such tests will be performed
“only by personnel competent in the use of such
instruments and in the handling of the
byproduct materials. .

" (3) The general licensee “shalt use the -

byproduct material only for the uses authorized
by paragraph (a) of this section.

-+ {(4) The general licensee shall not transfer
the byproduct material to a person who is not
autharized to raceive it pumnant to a license
issued by the Commission or an Agreement
State,' nor transfer the byproduct material in
any manner other than in the unopened,
labeled shipping container as received from the
supplier.

(d) The general licensee shall not receive,
acquire, possess, or use byproduct material
pursuant to paragraph (2) of this section:

(1) Except as prepackaged units which are
Iabeled in accordance with the provisionsof 2
specific license issued under the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specific license issued by an

1 A State to which the Commission has
transferred . certain. regulatory authority over
radioactive material by formal agreement,

- pursuant to section 274 of the Atomic Energy
] Act of 1954, as amended.

Agreemsnt State, which anthorizes
manufacture and distribution of indine-125 or
indine-131 for distribution to persons gene
licensed by the Agrecment State.

(2) Unless the following statcment,
substantially similar statement which contams
the information called for in the foliowing
stiatement, appears on @ labei afiived o cach
vrepackoved uait or eprears oo et or

brochurs which dccompaaies the package:

This radioactive malerial may be roceived,
acquired, possesed, and used only by
physicians, cliaical laboralories or haspitals and
only for in vitro clinical or laboratory tests ot

_'invo!ving internal or external administeation of
the material or the radiation therefrom to
human beings or animals. Its receipt,
acquisition, possession, use, and transfer are
subject to the regulations and a general license
of the U.S. Atomic Energy Commission orofa
State- with which the Commission has entered
into an agreement for the exercisc of regulatory
authority. .

M

,-!

0

Name of manufacturer

(¢) The registrant possessing or using
byproduct materials under the general license
of paragraph (a) of this section shall report in
writing to the Directorate of Licensing,
Materials Branch, any changes in information
furnished by him in the “Registration
Certificate~In Vitro Testing with Byproduct
Material Under General License™,

Form -

AEC- 483. The report shall be furnished within

30 days after the effective date of such changce.
(f) Any person using byproduct me

pursuant to the general license of paragru

of this section is exempt from the requirer

of Part 20 of this chapter with respect to

byproduct materials covered by that general

license.

'NOTE

If larger quantitiss or other forﬁs of byproduct material than those specified in the general license of 10 CFR 31.11 arc required, aﬁ
“Application for Byproduct Material License,” Form AEC-313, should be filed to obtain a specific byproduct material license. Copies of application

and registration forms may be obtained from
Directorate of Licensing.

the United States Atomi.c Energy Commission, Washington, D.C. 20545, Attention: Materials Branch,



