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REGISTRATION CERTIFICATE=IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNGER GENERAL LICENSE
Seetion 011 of 10 CFI 31 extallishies a peneral license suthorizing physicians, elinicat laboratorics, and hospitals (o passess
cettain pmall guantities of byproduct mateiz! for in viiro cinical or labosatory fe-ds not involving the iutennal or exteriad
administration of the byprodact material or the 1adiation therelfrom to hunan beings or animals, Posiesion of hyproduel

materizl wnder 10 CFI 3111 is ot athorized ntil the physician, clinical lzboratory, or Lospital has filed Form ALC-183 and
received from the Commission a validated copy of Forne AEC-483 with rogistretion mumbeer, Wheraver the worda Satomic

Energy Commissfon™ or “Commission” sphoar in this registration, they mean the Ruclesr
Reguletgry Commission created by Public Lew 932438 and Executive Order No, 11834,

willis D. TQY].OI, M. D, 3. 1 hereby apply for a registration number pursuant to §
Eastside Medical Center e e ocs owtyy 1 Yproduct materits for
5941 E, 30th SBtreet Enp Mysc‘li'; a duly licensed physician authorized

Indlanapous ¢ Indiana 46218 dispense drugs in the practice of medicine.

[0 b. The 2bove-named clinical laboratory.

[ ¢ The zbove-named hospital.

4. To be completed by the Atomic Energy Commission

INSTRUCTIONS .
1. Submit this form in triplicate 1o: m Registiation number: 383!

United Staies Atomic Energy Commission For the U, S. Muclear ulatory 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 C . /
[
rley Ko W ber 26, 1976

whom or for wheh this segistration form is

filed. Position the first letter of the address

below the left dot and do not extend the {Lcave this space blenk~numbekJo be assigned by AEC]
address beyond the right dot. (Al AEC, a

registration number will be assigned and a

validated copy of Form ALC-483 will be

retuined.) ' .

\// 5. M placc of use is different from address in 1tem 1, pleass give complete address:

6. Certification:
1 hereby certify that:
a. All information in this registration certificate is truc and complcte.

. . . —_ _ . ko . .
b. The scgistrant has appropriate radintion measuring instruments to carry otit the tests for which bypraduct material will be used under the

© general Jicense of 10 CFR 31,11, The tests will be performed only by peisonnel comipetent in the use of the instruments and in the hendling

of the byproduct matcrials,
¢. 1 undesstand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate
be reported to the Directorate of Licensing, Materials Branch, within 30 days from the effective date of such change.

d. 1 have read and understand the provisions of Section 31.11 of AEC regulations 10 CIR 31 (reprinted on the reverse side of this form); and 1
vinderstand that the segistrant is required to comply with those provisions as to all by product 1aaterial which he receives, acquires, possesses,
uses, or transfers under the general license for which this Registration Centificate js filed with the Atomic Energy Commission,

,

Date

October 19th, 1976 By < ’

Signature of person filing form

) i

Printed nime and title ar position of person filing form

WARNING - 18 1L.8.C., Section 1001; Aci of June 25, 1048, 62 Stat, 749, makes it o crimina! aftense to make o witlifully false statement or
represents on to any department or agency of 1he United States a5 10 any maitoe wighin its jurisdiction,




CONDITIONS AID LINITATIONS OF GERERAL LICENSE 10 CER 31.11

G301 General Yieense for use of jodine-12§
or iodine- 431 for in vitto clinical or
taboratosy testing,

() A peneral license is hereby isaed to any
pliysician, ciinical laboratory, o1 hospitad to
reecive, acgquive, possess, rasler og use, for any
Al the following stated tests, in accondsace with
the provisions of paryuagphs (b), (0, (d), (0),
and () of this wection, the tollowing byproduct
mateifelds in propackaned anits:

(1) Todine-125, in units not exceeding 10
micracuries ecach for use in vitro chinical or
Liboratory  tests not  iavolving  internmal or
external adaiinisiration of by preduct material,
or the radiativn therefrom, to haman beines or
animals,

(b) No persan shall receive, acquire, possess,
use or transter byproduct material pursuant to
the gencral license extablished by paragraph (a)
of this section until he has fited Ferin
ALC-183, “Registration Certificate--In Vitro
Testing with By product Matorial Under Geperal
License™, with the Dircctorate of Licensing,
Materials  Branch, U.S, Atomic Encray
Commission, Washington, D.C. 20545, and
weeived from the Connniesion a validated copy
of Furm ATCAR3 with registration number
aszigned, The registeant shall furnisit on Form
AEC83 the mollowing iformation and such
other information as may be required by that
form:

(1) Mameand adress of the registrant;

(2) Thelocation of use; and

(3) A statement that the registrant hast
appropriate 1adiation measuring instruinents to
carry out in vitro clinical or labatatosy tests
with byproduct materials as authorized under
the genecal ficense in paragraph (a) of this
section, and that such tests will be performed
only by persouncl competent in the use of such
instroments and in  the handling of the
byproduct materials.

() A person who  reecives,  acquires,
postesses of nses hyproduect aterial pursuant
to the general license established by par aph
(1) of this scction shall comply . the
following:

(1) The gensrd ticepsee (hadl net possess at
any uie time, puestant to the generst lieenwe in
Paveraph (@) ol this section, at any one
Iacation of storae "or use a tatal amount of
ieadine-128 cadfor todine-t3] in excens of 200
microcuries,

(2) The poneral ltecasee  shall store the
byproduct miaterial, wtil used, ia the orizieal
ping container or in a container providing
atent radiztion protection.

o

(3) The pencral licensee  shall use the
bypraduct material only for the uses authorized
by paragraph (1) of this section.

(-h) The general licensce shall not transfor
the bypioduet inaterial to a person who is not
antheaized to reccive it parsuant to a license
issued by the Commission or an Agrecment
State,! nor transfer the bypreduct material in

any manner other than in the unopened,
Jabeled shipping container astecvived from the
supplier,

(d) The general licensce shall not receive,
acquire, possess, or use byproduct material
pursnant to paragraph (a) of this section:

(1) Except as prepackaged units which are
labeled in accordance with the provisions of a
specific licende issued nrder the provisions of
§32.71 of this chapter or in accordance with
the provisions of a specitic license issued by an

A State to which the Commission has
transferred certain cegulatory authority over
rwdioactive materiat by formal agreement,
eursurnt to secticn 374 of the Atomic Energy
Act of 1954, as amended,

Apreement  State,  which  anthorizes
manufactare amd distribution of ialice-1 2§ ;}i',_
iodine-FX Tor diztribution (o persons geaerally
licensad by the Apeeement State, -

(2 Ualess the Ffollowing statement, or a
substantially sictilar statement which contains
the  tforntion eatled for in the folloning
staterent, appears on adabed affised (o cach
prepackaeed unit or appears inoa leaflet or,
brochureawhich aceompanies the package:

This eadioactive material may be received,
acquired, possesed,  and  wsed oaly by
physicians, clinical Iabaratorics ur hospitals and
oy for in vicro clinical or lahovatory tests not
involving fnternal or external alutivistestion of
the material ar dhe radiation ticcefrom to
human  beings  or animals,  Hs  receipt,
acquisition, possession, use, and transfer are
subject to the repulations and o genccal dicense
of the WLS, Atomic Enerpy Conunission or of a
State with whicrh the Commission has entered
inio an ageeemcens for the exercise of regulatory
authwority,
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Name of manufacturer

(¢) The egisirant possessing or  using
byproduct muterids under thc aeneral license
of puragraph (1) of this section siwell report in
wriling 1o ithe Pircctorate of  Licensing,
Materials Branch, any changes in information
furnished by him in  the “Registeation
Ceetificate-In Vitro “Tusting with Byproduct
AMaterial Under General  License™, Form
AEC- 433, The report shall 1.2 furnished within
30 days after the effective date of such change,

() Any person using byproduct material
pursuant to the peneral Beers: of paragraph (a)
of this section is exempt from ihe requirements
of Part 20 of this chapter with respeet -to
byproduct muterials covered bv that general
license,

. S~

If larger quantities or other forms of byproduct material than those specificd in the general license of 10 C¥R 31.11 are
“Application for Byproduct Material License,” Yorm AEC-313, should be fil
and registzation forms may be obiained from the United States Atamic Enc

Directorate of Licensing.

- NOTE

required, an

ed 15 abtain 2 specific byproduct material licensc. Copies of application
1y Commission, Washington, D.C. 20545, Attention: Materials Branch,



