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

Section 31.11 of 10 CTFR 31 establishes a gteneral licensC authorizin1g physiciains, clinical laboratories, and hospitals to posse
certain small quiantities of byproduct matcrial for in litro clinical or l:aboratory tests not involving the internal or external
administration of thc byproduct material or the radiation therefrom to human beings or animals. Posscssion of byproduct
material unider 10 CFI 31.11 is not authorized until tlhe physician, clinical lahoratory, or hospital has filed Form AEC--183 and
reccived fromt tIme Commnission a validated copy of Form ALC-4-83 with registration number.
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INSTRUCTIONS
1. Submit this form in triplicate to:

United States Atomic Energy Commission
Attention: Directorate of Licensing,

Miaterials. Branch U
Washington, I).C. 20545

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

a
3. 1 hereby apply for a registration number pursuant to §

31.11, 10 CFR 31 for use of byproduct materials for
(plcase check one block only)

Itysef, a duly licensed physician authorized to
dispense drugs in the practice of medicine.

C b. The above-named clinical laboratory.

C c. The above-named hospital.

4. To be completed by the Atomic Energy Commission

Registration number: 2615

S.' ATOMIC. EER 01 i74

a C VB8¶ b ~s~zert assigned bV) t 7

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

6. Certification:

I 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 matcrial 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 thn byproduct materials.

c. I 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, withlin 30 days from t(Is effective date of such change.

d. I ha've 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 tirft the registrant is required to comply vith tihose provisionms as to all byproduct material whichi he receives, acquires, possesscs,
uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commission.

D)ate 1W_ A m J 'A 0 It By y A 14-I'le 601
;ig~arml'of Personz f ling r",fll

Geowla r- A - e4trs . D.-O.
1rinted nahme oniitle or position of person filigif sen -

I VARNING-18 U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; m.kes it a criminal off ense to make a wilif ilIV false statement or
Lrprestntation to any' department or agency of the UniteJ States as to any matter within its jurisdiction.
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§31.11 Gencral license for use of iodine-125
or iodine-131 for in vitro clinical or
laboratory testing.

(a) A general license is herchy issued to any
phiysician, clinical laboratory, or hospital to
receive, acquire, possess, transfer or use, for any
of the following stated tests, in accordance with
the provisions of p:aragraplrs (b), (c), (d), (e),
and (f) of this section, the following bylproduct
materials in prepackaged units:

(1) lodine-125, in units not exceeding 10
microcuries each for use in vitro clinical or
laboratory tests not involving internal or
external administration of byproduct material,
or the radiation therefroni, to humnan beings or
animals.

(b) No person shall receive, acquire, possess,
use or transfer byproduct material pursuant to
the general license established by paragraph (a)
of this section until lie has filed Form
AEC483, "Registration Certificate-Iin Vitro
Testing with Byproduct Miaterial Under General
License", with the Directorate of Licensing,
Materials Branch, U.S. Atomic Energy
Commission, Washington, D.C. 20545, and
received from the Commission a vatidated copy
of Form AEC-483 wvith registration nunsber
assigned. The registrant shall furnish on Form
AEC-483 the following information and such
other information as may be required by that
form:

(1) Name and adress of the registrant;
(2) The location of use; and
(3) A statement that the registrant has

appropriate radiation measuring instruments to
carry out in vitro clinical or laboratory tests
with byproduct 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
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 established by paragraph
(a) of- this section shall comply with the
following:

(1) The general licensee 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 use a total amount of
iodine-125 and/or iodine-131 in excess of 200

Agree ment Stite, which authorizes
manufacture and distribution of iodine 125 or
iodine-l 31 for distribiution to persons genera"
licensed by the Agrreneent State.

(2) Unless the rollowing statement, J
substantially sinmilar statent ent wht ich cont;
the information called for in the following
statement, appears on a label affixed to each
prepackaged unit or appears in a leatlet or
brochure which accompanies the package:

"I". -. 1 1 . .7rhis radioactive material may be received,

(2) The general licensee sllslfstore the acqtired, posscd\ and usted only by
byproduct material, until used, in the orini l iPysmciark ', Icleialt latoratories or hospitals andilty for in vitro'ctini;"at or labocratory tests notshipping container or in a container providing, inilvinl interil or Lxternil administration of
equivalent radiation protection. j A i thd inaterialP or t;I ridiation therefrom to

- h geean Iair b gsi,-or animals. It:; receipt,
(3) The_ general licensee Sshtall;__use * the_5 ,isi ra. sitesson. use_ and trmnsfer are

byproduct material only for tile uses authorized. subject to the regulations and t a general license
by paragraph (a) of this section. i ., | / of the US. Atomic' ELnrgy Commiission or or a

Stite 'w~,ithm whlich itic, Conmnission has entered(4) Thre general licensece shall not transfer S~t ii lc h oinsir a nee(4) he enerl lcense siJ-1notiianferinto an agreement for the exercise of regulatory
the byproduct material to a person who is not ati l
authorized to receive it pursuant to a license
issued by the Commission or an Agreement P t' c,
State,' nor transfer the byproduct material in [
any manner other than in the unopened, Nanm of manufacturer
labeled shippink container as received from the (e) The registrant possessing or using
supplier. byproduct ialeriils tunder tt e general license

(d) The general licensee shiall not receive, pragraph (a)eoitls secthe geeal r in
acquire, possess, or use byproduct material of paragraph (a) of this section shal report ing
purstiant to paragraph (a) of this section: riting to the Directorate of Licenising,

(1) Except as prepackaged units which a-e
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

A State to which the Commission has
transferred certain regulatory authority over
radioactive material by formal agreement,
pursuant to section 274 of tile Atomic Energy
Act of 1 954, as amended.

0, rci.as. Miancli, any clianges in i(ormation
furnished by him in the "Registration
Certificate-In Vitro Testing with Byproduct
Matcrial Under General License, Form
AEC- 483. Tihe report shall be furnished within
30 days after the effective date of such change.

(f) Any person using byproduct mater;-
pursuant to the genural license of paragrapi
of this section is exempt froni the requirem
of Part 20 of this chapter with respct\<
byproduct materials covered by that general
license.

)

NOTE

If larger quantities or other forms of byproduct material than those specified in tire general license of 10 Cl R 31.11 are required, an
"Application for Bvrproduct Material License," Iorm AEC-3 13, should be filed to obtain a specific byproduct material license. Copies of ;pplicalion
and registration forms omay be obtained from the United States Atomic Elnergy Commissioii, Washington, D.C. 20U 4.5, Attention: Nlaterials Isranch,
Directorate of Licensing.
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