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REGISTRATION CERTIFICATE—IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GERERAL LICENSE
Section S1.TE of 10 CFI 31 extalilishes a penerad lirense authorizing physicians, ehinical Jaboratorics, and hospitals 1o possess
certain small guantities of hyproduct watenia} for in viiro dinical or faboratory tests not involving the inteymal or external

p-’ admwinistration of the byproduet waterial or the radiation therefrom to human beings or animals, Pogsession of hyproduet
material wnder 10 CFR 35,11 i not suthorized until tie physician, clinical leboratory, or Lospital has filed Form AEC-483 and

reecived from the Conmivsion a validated copy of Forue AEC-483 with registration number, Vherever the words "Atoumic
Energy Commission™ or "Coumission" appesr in this registration, they mean the Nuclear
Regulstory, Comnigsion created by Public Law 93-438 &nd Executive Order No. 11334,

Parke Clinic 3. I hereby apply for 2 registration number pursvant to
31.13, 10 CFR 3t for usc of byproduct materials

P. 0. Box 185 . 503 Anderson {rlease cliock one block only)

] a. Myself, a duly licensed physician authorigfd to
dispense drugs in the practice of medicine,

Rockville ’ Indiana 47872 X b. The above-named clinical laboratory.

-

) c. The zbove-ramed hospital,

4. To be completed by the Atomic Encrgy Commission

INSTRUCTIONS
1. Submit this form in fripiicate to: : ‘ Registration number:
United Staicz Atomic Energy Commission 3t67
Attention: Directorate of Licensing, For The U.S, Nuclepx 5 LOTY Coumigsion
Materials Branch ) . i

Washington, D.C. 20545

. 2. Please print or type the rame and address
Ginctuding  zip code) of the registrant
physician, clincial labosatory, or hospital for
whom or for wheh this egistration 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 nwmber will be assigned and a
validated copy of Form ALC-483 will be
retuined.) ) :

// Noverber 2, 1976
(Jor to be assigned by AEC)

\./-/ 5. If place of use is different from address in Jtem 1, please give complete address:

6. Certification:
1 hereby cestify that:
a. All information in this registrution certificate is true and complete.

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be uscd under the
° general license of 10 CI'R 31,11, The tests will be performed only Ly paisonnel competent in the use of the instruraents and in the hondiing
of the byproduct materials,
¢. ) understand 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 cffective date of such change.

d. I have read and vaderstand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this form); and 1

understand that the registrant is required to comply with those provisions as to all by product saaterial which he reccives, acquires, possesses,
uses, or transfers under the general license for which this Registration Certificate is fited with the Atomic Energy Cominission.

pue 10£21/76 By

i e [ B "_,/I

! Signarure of person filing form

J. Franklin Swaim,M. D. President Parke Investments, Inc.

Printed neme and title or position of person filing form

WARNING--18 US.C., Section 1001; Aci of June 2%, 1948, 62 Stat, 749; makes it a ariminag? offense to moake a willifully false sia:ement o
representstion to any depariment or agency of 1y United States a3 to any maiter wighin s jurisdiction,




CONDITIONS ARD LINMITATIONS OF GLRERAL LIC

3L General Bieease for use of joudine-125
or iodined 3t Jor in vitco clinical or
laburtcay testing,

(a) A penenid license is hereby is:ued to any
phiysician, linical Laboratory, or hospitat to
reecive, acquine, possess, truaster of e, for any
ot the folloving stated tests, in accordanee with
the provisions of paragraphs (b), (©), (), (&),
and (1) of this sweetion, the fellowing byproduct
materfils in prepackaned units:

(1) Todine-125, in units not exceeding 10
microcurios cach for use in vitro clinical or
tibaratory  tests aot  involving  indernal or
extertal sdministention off by preduct material]
or the radiation therefrom, to human beings or
animals,

(b) No persen shall receive, aequire, possess,
use or trunsier byproduct material punu.mt 10
the geacral license established by paragroph (a)
of this scction until he has filsd Furm
AEC-483, “Ruistration Cerdilicate--In Vitro
Testivg with I product Matarial Under General
License”, with the Dircctorate of Licensioy,
Materials  Branch, .S, Atumic Enecrey
Commission, Washington, D.C. 26545, and
iceived from the Commissina a vadidated capy

of Form ALC433 with registration number -

assigned, The registeant shall fuxnish on Torm
AEC<183 the following information and such
other information as may be requized by that
form:

(1) Name and adress of the registrant;

(2) The location of usz; and

(3) A statearent that the registrnn( has
appropriate 1adittion measuring instriynchis to
carry out in vitro clinical or laborztory tests
with Lyproduct materials as authorized under
the general leense in paragraph (a) of this
section, and that such tests will be performed
only by personnel competent in the use of such
ingtruments and in the thandling of the
byproduct materials.,

.

(¢} A, person who o reveives,  acquires,
pos-esses or uses hyproduct materis] pursoant
to the seneral leeuse establihed by parsgraph
(1) nl' this section shall comply with the
fufloswing:

(1} the penzal licensee shall net possess at
any uie time, persuant to the zeneeal license in
potaeraph (@) of this fection, at any one
Focation of storyee 'or use a total amount of
i 128 cadfor fodine-131 g execns of 200
niicrocuries.

2y The goneral ticensee  shall store the
Lvvraduct material, until used, in the origirat
shipping contaiuer or in a container providing
equivatent radistion protection,

(3) The pencat licensee shall use  the
Lyvrodact material only tor the uses authorized
by parapraph (@) of this section.

() The peacral licensce shall not transfor
the bypuoduct material to a pesson who is not
st ized to receive it parsuant to a license
issuad by the Commission or an Agreement

State,'! nor transfer the bypreduct material in

any manner other than in the unopened,
labeled shipping container as received from the
supplier,

() The gereral licensee shall not receive,
acguire, passess, o use byproduct material
pursnam to parcaraph (a) ot this section:

(1) Except as prepackaged units which are
Iabelad in accordance with the provisions of a
specific’ license issued under the provistons of
§32.71 of this chapter or in accordance with
the provisions of a specilic license issued by an

N

YA State to which the Commission has
transferred eertain regulatory aunthority over
radioactive materiol by formal agreement,
rorenant to section 274 of the Atomic Fnersy
Act of 1954, as amended,

SE M CFR 3L

Apreement  State, which authorizes
martulactinee and distribution of jabies-1 1§ o
jodine- 1 31 fuy distribution 1o peisons generally
Ticensad by the Apcecaent State,

() Uatess the following statement, or a
substupially shiftidar statement whivh contains
the informtation cilled Gy o the following
stalentent, appears oi bl aftined o cach

prepackaned unit ur appemrs inoa leatlet or

brochwreavhich accompanies e padkage:

This radicactive material muy be reccived,
acquired, possesed,  and uzed ouly by
phiysicinns, Clinical Libaratories or hospitals and
only for fie vitro clinical or Leboratery tesis not
involving isteranl or exteenal aduinidration of

the maierinl or the adiation derefrom to
huoman  beings  or animals. s receipt,
acvquisition, possession, use, aml transfer are

subject to the regulstions and @ genccal ficense
of the LS. Atomic Unergy Commission orof a
State with swhich the Commistion has entered
into an agreemead tor the exercise of regulatory
authority,

L R el e LT LRI T T L T TS P P )

Name of manufacturer

{¢) The cgistrant possessing  or  using
byproduct mateiids under thic zeneral license
of puragraph (1) of this seetion shall report in
writing to the Directorate of  Licensing,
Materials Branch, any changes in information
furnished by him in  the “Registration
Ceatificate- In Vitio Testing with Byproduct
Material  Under General  License™, Form
AEC- 483, 1The report shall t.o furnished within
30 days after the cftective dale of such change,

(D Any person using byproduct material
puisuant to the general lcerse »l' paragraph (a)
of this section is exempt from ihe requirements
of Part 20 of this chapter \\nh respect -to
byproduct materials covered bv that gencral
license.

* -s.//

- NOTE

If larger quzntities or other forms ol byproduct material than those specified in the gencrat liceme of 10 C'R 31,11 are required, an
“Application {or Byproeduct Material License,” TForm AIC-313, should be filed 10 obtain a specific byproduct material license. Copies of application

and registration formns may be obtained from the Ualied States Atomic Encrgy Commission, Washington, D.C. 20545, Attention: Mat

Directorate of Licensing,
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