. T Trirm ;E\EC‘-AES Form Approved /

5/72) U.S. ATOMIC ENERGY COMMISSION Budgot Bureau No,

10 CFR 3! ) 3I8—RO160 ;

a\ék’ Ed REGISTRATION CERTIFICATE—~IN VITRC TESTING i

' WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Section 31,11 of 10 CFR 31 cstablishes a gencral license authorizing physicians, clinical laboratories, and hospitals to possess /

« . certain” small quantities of byproduct walterial for in vifro clirical or laboratory tests not involving the internal or external
\/, administration of the byproduct material or the radiation therefrom to hwinan bLeings or animals, Possession of byproduct
material under 10 CFR 31.11 is not auwhiorized until the physician, clinical laboralory, or hospital has filed Form AEC-483 and

received from the Commission a validated copy of Formn AEC-483 with registration number,

- L4
G Rundy CLmwic, Zae, . |
3. 1 hereby apply for a registration number pursuant to §.
Q Z V} W /é/[‘g- 31.11, 10 CFR 31 for use of byproduct materials for
o 4 —— : -

{please check one block only) ]
1570 X . 'f—fﬁ. a. Myself, a duly licensced physician authorized to
o ‘ . ‘ dispense drugs in the practice of medicine.
/.‘.. : .
/U* (//MJY/ Mﬁ; //V/l; z' 4 é/¢ _ [0 b. The above-named clinical laboratory. -

[ ¢. The above-named hospital.

4. To be completed by the Atomic Energy Commission
INSTRUCTIONS .
1. Submit this form in triplicate to: : Registration number: £ 189
United States Atomic Energy Commission
Attention: Dircctorate of Licensing, B .- B I T TR A W i el T e
Materials Bianch 5
Washington, D.C. 20545 For the U. S. Nuclea sukatory Commission
2. Plzase print or type the name and address O
J(‘i

(including zip code) of the 1cgistrant .
i physician, clincial laboratory, or hospital for ( ?gw
whom or for whch this registration form is
filed. Position the first letter of the address Clara E. Dorse September 12, 1971
below the left dot and do not extend the (l.c.avc this spaze blank—number to be css{r):ned by AEC) ’

address beyond the right dot. (At ALC, a
registration number will be assigned and a . : .
validated copy of Form AEC-483 will be

returned.)

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

6. Certification:
1 hereby certify that: ' ‘:‘
a. All information in this registration certificate is true and complete.

b. The 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 instruments and in the handling
of the byproduct materials, .

¢. 1 understand that Commission regulations require that any change in the information furnished by a tegistrant on this registration certificute
be reported to the Directorate 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 |
understand that the registrant is required to camply with those provisions as to all byproduct material which he receives, acquires, possesses,
~ uses, or transfers under the genzral license for which this Registration Certificate is filed with the Atomic Energy Commission.

Dat'c ?_ /- 77

S, A1/ A E R .

Printed namdand title or position of person jiling fhrm

WARNINCG-18 US.C., Section 1001; Act of June 25, 1948; €2 Stat. 749; makes it a criminal offense to meke 2 wiltifully false statement or
\‘ representation to any depariment or agency of the United States as to any matter within its jurisdiction.




CONDITICHNS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 General license for use of iodine-125
or iodine-131 for in vitro clinicel oz
laboratory testing,

(2) A general license is hereby issued to any
physician, clinical laboratory, or hospital to
receive, acquire, possess, transfer or use, for any
of the following stated tests, in accordance with
the provisions of paragraphs (b), (c), (d), (),
amd (f) of this section, the following byproduct
materials in prepackaged units:

(1) lodine-125, in units not ﬂcecdm,, 10
micrecuries each for use in vitro clinical or
laboratory tests 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,
usc or transfer byproduct material pursuant to
the general ficense established by paragraph (a)
cof this section wvntil he has filed Form
ALC483, “Registration Certificate—In Vitro
Testing with Byproduct Material Under Genceral
License”, with the Directorate of Licensing,
Materials  Branch, U.S. Atomic Enecrgy
Commission, Washington, D.C. 20545, and

reczived from thie Comunission a validated copy -

of Form AEC4383 with registration number
ssigned, The repistrant shall furnish on Form
ALC-483 the following infermation and such
other information as may be required by that
form:

(1) Nameand adress of the registrant;

(2) The location of use; and

(3) A statement that the registrant has
Jppropnue radx:\txon measuring instruments to
carry out indvitro clinical or laboratory tests

with byprod}.\ct materials as authorized under

the general license in paragraph (a) of this
section, and that such tests will be performed

“only by personnel competent in the use of such

ingtruments ond in the hardling of the

_byproduct materials.

(c) A person wha receives, acquires,
possesses or uses byproduct material pursuant
to the general license established by paragraph
(1) of this scction shall compily with the
fellowing:

(13 The general licensee shall not possess at
any one time, pursuant-to the general license in
paragraph (a) of this scction, at any one
Jocation of storage ‘or usc a total amount of
iodine-125 dﬂd/Ol’ iodince-131 in excess of 200
microcuries,

(2) The general. licensee shall storeithe
byproduct matcrial, until used, in the original

shipping container or in a contdiner pmvulm\'

equivalent radistion protection.

3) ’Eie gencral licensce shall use the
byproduct‘mxtcnul only for the uses 'mthomcnl
by paragraph (.1) of this section.

(4) The gencral licensee shall not transfer
the byproduct material te a person who is not
authorized to receive it pursuant to a license
issued by the Commission or an Agrecment
State,! nor transfer the byproduct material in
any maaner 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 (a) of this section:

(1) Except 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

VA State to which the Commission has
transferred certain regulatory authority over
radioactive material by formal agreement,
pursuant to sectinn 2748 of the Atnmic Energy
Act of 1954, as amended,

Agreement  State, which authorizcs
manufacture and distribution of judine-125 or
fodine-131 for distribution to persons gMerally |
ficensed by the Apgreement State,

(2) Unless the following statement, or a
substantially similar statement which contains
the information called for in the flellowing
statement, appears on a label affixed to each

prepackaged unit or appears in a lcaflet or \_/

brochure which accompanies the package:

This radioactive material may be received,
acquired, possesed, . ‘md used only by
physu.mnﬂ clinical laboratories or hospitals and
only for in vitro clinical or {aboratory tests not
involving internal or external administration of
the materinl or the radiation therefrom to
fuman  beings or animals. Its  receipt,
m.qumuon, rosecssmn, use, and transfer are
subjcct to the regulations and a general license
of the U.S: Atomic Encrgy Commission or of a
State with which the Commission has entered
into an agreement for the exercise of regulatory
authority.

e o o 2o

Name of manufacturer

{¢) The iegistrant 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
Matcrial Under General License”, TForm
AEC- 483, The report shall be furnished within
30 days after the ctfective date of such change.

() Any person using byproduct material
pursuant to the general license of paragraph (a)
of this section is exempt from the requircments
of Part 20 of this chapter with respect to
byproduct materials covered by that general
license.

NOTE

If larger quantities or other forms of byprcduct material than those specified in the general license of 10 CER 31.11 are required, an
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 Comimission, Washington, D.C. 20545, Attention: Materials Branch,

e

\pplication for Byproduct Material License,”

Birectorate of Licensing,



