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REGISTRATION CERTITICATE-IN VITRO TESTING
WiTH BYPRODUCT MATEFRIAL UNDER GENERAL LICENSE

Section 31.13 of 10 CFE 31 estallishes ¢ menceat license authevizing phy sicisos, clinical laboratories, and hospitals to posses
ceriain el quantitics of byproduct malenal for in vitre eliniczl or laboratory tests not involving the internal or external
aduaimisteation of the by product material or the radiation: Vuercdrom to human beings or anitiala, Possession of Jyproduct
material under 10 CFR 31,11 is not authorized until the plvsician, elinical leboratory, or hospital has filed Forin AL fdd and
reccived from the Commission & validated copy of Form AEC-483 with registration number.

¢ . (]
3. I hereby apply for a rcpistration number pursuant (G
31.11, 10 CFR 31 for use of byproduct materiils Ju;
{nlecse check onc bluck: only)

Northadde PfLoﬁeAMTOML LabOMIO"-y : [0 & Myseli, a duly Jicensed physician authorized to
1655 N, .7th Stoeet ﬁ/tﬁspcnsc drugs in the practice of medicine.
Terwte Haute.,. Indiana q-']fob}- . b. The ubove-named clinical lxborztory. -

{] c. The above-named horpital.

4. To be completed by the Atomic Encrgy Commission

INSTRUCTIONS

1. Subimit this form in triplicate to: Registration number:

United States Atomic Erergy Commission

Attention: Directoraic of Licensing, ’ :
Materials, Branch Us S. ATOMIC ENE
Washington, D.C. 20545

2. Pleasc print or type the name and address

{including zip code) of the rcgistrant

physician, clincial laboratory, or hospital for

whom or for wheh ths registration form is W
filed. Position the first letter of the address .

below the left dot and do not cxtend the BY: c’-&f&?ﬂﬁvﬁw bﬂﬁbm:bﬂ to be a:signcd’/ ﬁtl/‘

add:ess beyond the right dot. (At AEC, a ™

registration number will be assigned and a

validated copy of Form AEC-483 will be
returned.)
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5. If place of use is different from address in Item 1, please give complete address:

Date ___Make k__@i__lm.______

6. Certification:

1 hereby certify that;
a. Allinformation in this vegistration certificate is truc and complete.

b. Thz registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be used under the
general license of 10 CFR 31.11. The tests will be performed only by personnel competent in the use of the instrmnents and in the handling
of the byproduct materials,

¢. 1 undeisiand that Commission regulations require that any change in the information furnished by a registrznt on this repistration certificate
be reporied 10 the Directorate of Licensing, Maierials Branch, within 30 days {tom the effective date of such change,

d. 1 have read and understand the provisions of Sectinn 31.11 of AEC repulations 10 CFR 31 (reprinted on the reverss side of this form)iund )
understand that the registrant is required to cor:ply with those provisions s to all byproduct materiai which he receives, azquites, possesses,
uses, or nansfers under the gencial license for wisish this Registiation Certificate is filed with the Atomic Energy Commission.

Vatr ST

Siznancre of fcrson filng joon

Paub E. Davis, M.D., _Labonatons Dineston

a— ——

Frivicd rame end title or position of person filing 1ori

WARNING~-13 US.C., Section 1001; Act ot June 20, 1048; 62 Stat. 740; makes it a crimina! oifenss 1o mzke a vallifully falie dtatemnont o i
tapresentation te ony depattenent of soeacy of the United States as 10 any nattec within ite jurisae tion,




CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§301.1]1 General Jicense for use of iodine-125
or indine-131 for in vitro clinical or
laboratory testing.

(a) A peneral license is hereby issued to any
physician, clinical Jaboratory, or hospital to
receive, acquire, possess, (ransfer or use, for any
of the following stated tests, in accordance with
the provisions of paragraphs (b), (c), (d), (¢),
and (D) of this section, the following byproduct
matergals in prepackaped units:

(1) lodine-125, in units not excecding 10
microcurics cach for use in vitro clinical or
laboratory 1tests not involving internal or
external administration of byproduct material,
or the radiation therefrom, to human beings or
animals,

(b) No person shall receive, acquire, possess,
use of transfer byproduct material pursuant to
the peneral license established by paragraph (z)
of this scction until he has filed Form
AEC483, “Registration Certificate~In Vitro
Testing with Byproduct Material Under General
Licensc”, with the Directorate of Licensing,
Materials Branch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
received from the Coimnmission a validated copy
of Form ALC-483 with rcgistration number
assigned, The registrant shall furnish on Form
AEC483 the following information and such
other information as may be requircd by that
form:

(1) Name and adress of the registrant;

(2) The location of usc; and

(3) A statcment that the registrant has
appropriate radiation measuring instruments to
varry out in vitro clinical or laboratory tests
with byproduct materials as authorized under
the general license in parasraph (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.

(c) A person who receives, acquires,
possesses or uses byproduct material pursuant
to the general license cstablished by paragraph
(@) of this section shall comply with the
following:

(1) The gencral licensce shall not possess at
any one time, pursuant to the gencral license in
paragraph (a) of this section, at any one
location of storage or usc a total amount of
jodine-125 andfor iodine-131 in excess of 200
ricrocuries.

(2) The gencral licensec shall store the
byproduct material, until used, in the oririnal

shipping container or in 2 containcr providing

equivalent radiation piotcction. .- :

(3) The general licensee shall use the
byproduct material only for the uses authorized
by paragraph (a) of this scetion.

(4) The gencral licensee shall not tran<fer
the byproduct material to a person who is not
authorized to receive it pursuant 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 gencral licensee siiall not receive,
acquire, posscss, or use byproduct material
pursuant to paragraph (a) of this section:

{1) Exccpt as prepackaged units which are
labeled in accordance with the provisions of a
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

1A 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.

Agreement State, which authonzes o
manufscture and distribution of indine-125 or
iodinc-131 for distribution 1o persons gene
licensed by the Apreement State,

(2) Unless thr following statement,
substantially similar statement which con
the mformation called for in the following
statement, appears on a label affixed to cach
prepackaged unit or appears in a leaflet or
brochure which accomypanies the package:

This radioactive materiol may be received.
acquired, possesed, and used only by
physicians, clinical laboratories or hospitals and
only for in vitro clinica) or laboratory tests not
involving internal or external administration of
the material or -Lie vadistion therefrom to
human  beings or acimals. hs  receipt,

. acquisition, possession, use, and transfer are

ruljact to the repulitions and a genceral license
of thie U5, Atumic Encigy Commission or of a
State with which the Commission has entered
into an agreement for the exercise of regulatory
asuthority.

Name of manufacturer

(e) 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 cffective date of such change.

(f) Any person using byproduct m~ Y
pursuant to the gencral license of parazr
of this section is exempt fiom the requir..
of Part 20 of this chapter with respeer—Tow”
byproduct materials covered by that gencral
license.

NOTE

If larger quantities or other forms of byproduct material than those specificd in the general license of 10 CFR 31.11 are required, an
“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 the United States Atomic Energy Cominission, Washington, D.C. 20545, Attention: Materials Branch,

Directarate of Licensing,

rl
;-
Ruica - -
e iy
- AN s

. /0 }7 z..y_“- ., ,'. oy 5

Ealind )

AR !



