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(517 2) U.S. ATOMIC ENERGY COMMISSION EBudgaBurequ No.

10 CFR 31 38-f IGO

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

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, and hospitals o escss
certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the intcrnal o e tcrnal
administration of the byproduct material or the radiation therefrom to bIuman beings or animals. Posession of I v rodnet
material under 10 CFlR 31.11 is not authorized until the physician, clinical laboratory,, or hospital has filed Form Al.( 43 and
received from the Comnission a validated copy of Form AEC-4113 with registration number. Wherever the o "Atomic

Energy Commission" or "Commission" appear in this registration, they mean the Nuclear
Regulatory Commission created by Public Law 93-438 and Executive Order No. 11834.

0 .
.,

Dr. Bogani

18800 Woodward

Detroit, MI 48203

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)

r l.- Myscif, a dull, licensed physician authorized to
dispense drugs in the practice of medicine.

: D b. The above-named cinicsllaboratory.

Q c. The above-named hospital.

4. To be completed by the Atomic Energy Commission
INSTRUCTIONS
1. Submit this form in triplicate to:

United States Atomic Energy Commission
Attention: Directorate of Licensing,

Materials Branch
Washington, D.C. 20545

2. Please print or type the name and address
(including zip code) of the registrant
physician, clincial laboratory, or hospital for
whom or for whch this registration form is
filed. Position the first letter of the address
below the left dot and do not extend the
address beyond the right dot. (At AEC, a
registration number will be assigned and a
validated copy of Form AEC-483 will be
returned.) -

Registration number: 3527

For The U.S. Nuc atory Commission

BY: Clarence A. Heb2/6/76
(Lease this space blank-niumr.ber to be assignyet by AECI

5. If place of use is different from address in Item 1, please give complete address:

6. Certification:

I hereby certify that:

a. Ali inforniation in this registratien certificate is true and complete.

b. The registrant has appropriate radiation measuring insttuments to carry out the tests for which byproduct matemial will be used under the
general license of 10 ClR 31.11. The tests will be performed only by personnel competent in th use of the insirunments and in the handiingg
of the byproduct materials.

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

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

Date Date -

IDr. noqand _ rpo sitino
Prinzted nane anid Uitcor position of pcr-s(5zfilinigform~

WA RNING-18 U.S.C., Section 1001; Act of June 25,1048; G2 Stat. 749; makes if a criminal offense to make a svillifuly false statenment or
representation to any department or agency of the United States es to any matter within its jurisdiction.



CONDITIONS AND LIMITATIONS t

§31.11 General licensc for USC of iodine- 125
or iodine-131 for in vitro clinical or
laboratory testing.

(a) A ienral license is hereby issued to anv
physiciall, clinical laboratory, or htospital to
receive, acquLe, possess, transfer or use, for any
of thle follo ing, stated tests, in accord?.ncv wvith
11u: pilo~s~ozos of palra,,rapihs (b), (c), (d), (e),
and (1f) of fli sec lion, tIle follo ving byproduct
materials in pjpa cl:agerd units:

(I) tlodine-l 25, in units not exceeding 10
microcifries each for nse in vitro clinical or
lahora t iry Icsts not involving interna l or
externa3 administration of byproduct material,
or tlhe radi at tn trherefromi, to Iumanil bzings or
allimaIls.

(b) No pes son shall receive, acquire, possess,
ns_ or tralnfer bvN roduct matvrial pursuant to
the general lic-^nse establislled by paragraph (a)
of this section until lie has filed Form
A'C-1 83, "Registration Certificatc--In Vitro
Testing with iByproduct Material Under General
License", with the Dhectoratc of Liccnsing,
Materials Btranchl, U.S. Atomic Eniergy
Commission, Washinlton, D.C. 20545, and
received fron thei Commnission a validatei copy
of Form AlC-183 wvith registration number
assigned. The revistrant shall furnish on Form
ALC483 the following information and sUC'I
oilier information as may be required by tiat
forni:

(1) Name, nd adress of the registrcnt;
(2) The locItion of use; and
(3) A statement that the reg istrant h..s

appropriate radiationt measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct materials as authlori7cd tinder
the general license in paragraph (a) of this
section, and that such tests vi!l be performed
only by personnel competent in the use of such
instruments and in thc handling of the
byproduct materials.

(c) A person s
possesses or uses byp
to the general licemise
(a) of this sectionl
J'ollo wing:

(1) Thc general lia
any one timc, purstlan
paragrapi (a) of lIt
I.cation of storage o.
iodine-125 and/or iod
miz ocurics.

(2) The general
by\product m aterial IUi
shipping contLinimc r or
equivalent radiation pr

(3) The general
byproduct materiail on]
by paraglaphl (a) of thi

(4) T'le geticral lic
the byproduct materia
authorized to re cive
issued by the Comm
State,' nor tranmfer tli
any manner other t
labeled shipping contLi
supplier.

(d) The general lHe
acquire, possess, or
pursuant to parigraph (

(I) Except as prep
labeled in accordance
specific license issued
§32.71 of this c!hatpte
the provisions of a spe

A State to vhic
transferred cert:iin rej
radioactive material
pursuant to section 27
Act of 1 951, as ainuende

OF GENERAL LICENSE 10 CFR 31.11

vbio receives, acquires, Agree ment State, which autlhorizes
roduct inatcrial pursuant manufacture and distribution of iodine-i 25 or
establishled by paragraph iodiic-131 for distribution to persons geler
shall coniplty wvilh the licened by the Agreement State.

(2) Unless the fonlowiig statement, o. 5
ohS Ubsttintly siunilar statciment whicwi CjliCO mita -ensee shall llOt iossessat time informationi called for in the following

t to the general license in statemienit, appears on a label affixed to each
is sectioll, rt ally one prepackaged unit or apipeiars in a leaflet or

uswe, a total aimount of brochuzre lw Ych accompanies then package:
ine-l 31 in excess of 200

flris ratlHoActive mailorial inay be rrccised,
licensee shall store the a c(tuir I, possersedl and used only by
mtil used, in the original phtys.ciani, cliiical laborat(riescor iospitals nmdonly for in vitio clinical or laboratory tests uoti' a contaiter provid invlig intern3l or exteirmal administrationi of
otection. time material or the i adition therefrom l to

hu niama bet i s or t,nlimai!s. Its reccipt,
licensee shall use the acou it.iomi, poosession, use, amid trasfte r are
!y for the uses aithorized sulject to the regulations anld a gLllcrel licelnse
s section. oft i li .US. Aiomtle Ener gy CuJi i,4 ir

:ensee shall not transfer State vitha which theli toimmission ties entcred
I to a perso whlo is not into an agreement fot the exercisc of regulatoryI toa peson ho~i not authority.
it pursuant to a license

fission or an Agreement
;c byproduct material in
!l:iln in the unopened,
ncr as received from the

ensce shall not receive,
use byproduct material
(a) of this section:

ac!;aged units -which are
with the provisions of a
tinder the provisions of

0r 1 in accordance with
cific license issued by an

It the Commission has
ulartory auotiority over

by formal agreement,
4 of the Atomic Energy
cd.

Name of manrifacturer

(e) The registrant possessing or using
byproduct materials uinder the general license
of paragraph (a) of this section shall report in
writing to the Directorate of Licensing,
Materials JBranch, any changes in informatioti
furnishcd by tlift in the "Registration
Certificate-In Vitro Te sling vith Byplrodutct
Material Unlder General License", Form
AEC 483. The report shill be furnished within
30 days aftcr the effective date of such chaLnge.

(t) Any persoll using byproduct mate
pursuiant to the general license of paragrapl
of this section is exemptui: front the reltuircenk\.
of 1'art 20 of this chapter withl respect to
byproduct materials covererl by that general
license.

NOTE

If laiger quantities or otiher forms of byproduct material than those specified in the general license of 10 CFtR 31.11 are required, an
"Application for Byproduct Material License," Form AEC-31 3, should be filed to obtain a specific byproduct material license. Copies of application
anot registra!inn forms nay 1be obtained from thimc United States Atomic Fiureiy Comrmission, W3asbiStlorn, D.C. 20545, At ntielon: Matcrials Bianch,
Directorate of Licensing.
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