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Term-AXKC4?1 U.S. ATOMIC ENERGY COMMISSION Budget Su ;u th

REGISTRATION CERTIFICATE-IN VITRO TESTING . . 350160T

WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE i
Section 51.11 of d 0 CPFU 51 etblishes a xnetal license .athouizina physicians clinicsl laboratorirsat*nd hospital to firmest ctrtain -mail

quantities of byproduct maturiul for in bitru clinical or laboratory ltets not involving the internal or emtrnal administration of the byProduct
mnateria Ico thes sdisti'n thuerefrorn to human betings or animals. Possession of byproduct masterial under 10 CFR SI.11 is not authorised until
the physician, clinical aboratory, or hospital has 6 led Form AEC-453 and received from the Commission a validated copy of Form AE -3
with rituraticin ousmr.

.. INSTRUCTIONS

SSaitnt ibAi /es ist tripliade Io: United States Atomic Energy Commission. Washington, D.C. 20545. Attenrtion: Dir r. Division t

Materials Liceing. A vgittat;io ssanmber "rI be jsaind aud a valiatid copy of Form AEC-483 will be retred.

;1. Please print or ty within theshaded Ae, below, the name and address (including ZIP Code) of the registrant physi clinical labori
soq. or bospital for whom or focwhich this registration form iSled .f -i

* f s , ,, ' 
- . *.

?.1'.

Or &04 .

3. To be completed by the Atomic Eney Commission
. ' ' "I'

2. 1 hereby app!y for a registrntion number pursuant to

31i31.12, 10 CFR 31 for use of byproduct materials tor

W-Wt Chec oxe)- -*
i0 .-Mydf. s duly licented physician authorized to dis-

- pens drugi in the practice of medicine.
ol bYxe above-named clinial laboratory. :

o c. The above-rnamd IospitaL.

Refistration number, -. 5 ff .6:

FOR) TRE U.S. IflCL IV TUMORY COF2iISSION:
. .I . . .. ;,.._.

Shirley A. Crutchfiel August 28- 1980- -
(Leare tWs iJare Van--uam per t kuaed by d)

4. If plac of utt is different fromt sddmrs in Itemn 1, pleaseb give complete address: '; . -. t . .... . ,

.

5. Ceniihcatioc:
a.

I hereby certify that:

a. All information in this registration certifcate is true And complete. . . ;

h. -The iegistrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material will be UAeW Utmnd
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 ti
handling of the byproduct materials.

-. I ubdretortd th t Commission rergulations rquire that any change in the information furnished by a registrant on this registtion rti

iate be reported to the Diretor. Division of Materials Licensing, within 30 dalys from the effective date of such change.

-L I have read and understand the provisions of Section 31.11 of AEC regulations 10 CFR 31 (reprinted on the reverse side of this fortr

and I understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquir

possesses, uses, or transfers under the general license for which this Registration Certificate is filed with the Atomic Energy Commissik

'/X,'4Af, C- C.D-tt-

*W.W *o4 ekt, or p.sokia. of peroon j1/ms form,

I [

WARIPoWL-l1 U.S C.. Section 1001: Act of June 29. 3948; 62 Stat. 745: makes it a Criminal it"fe" to Make a willfully fale stateMnte Oape..
seonatin to any department or egency of the United States AS to any Mone within Its luriaticc Lon.
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CONDITIONS ANID LIMITATIONS Of GE
. . .-

NERAO LICENSE

1 31.11 Geam1 Uicemioe few goe of t.e with byproJuct materials a authorized under
dIne-IIS lodlm-131 for t tIn o the tneral licens in pararrph (a) of this
clic l or -stors test cection and that such tes will be perforsnd

only by personnel cornpetent in the Use of such
(a) A Sefir licese is hereby issued to inatrumenc and in tehandling of the by.

rla physiniua clinial laboratorq, or hospital r ttrrlr
to reve. aquire posess. nsler of Use. fo C) peron who reies acquires. po$.
any of the following stated tess in aordae sses or uxs byprodut nterirl pursuant to
with the provisions of parsaraphs (b. (C). the general license esiablashed by paragraph
(d)t). AMd (f) of this section. the f loi5 (a) of this xction shall comply. with the

byp7Jt uct materials in PrepaFkiged units: following:
(I) lodin-125. in uits not xceeding 10 (1) The genral' licensee shall not possess

microcuries each for use in in vitro clinical or at tr one time, pursuant to the general license
laboratory tests rnot involving internal or ex in paragraph (a) of this ionat any one
trral administration of byproduct material, or location of storage or us a total amount of
the radiation therefrom, to human beings 0r iodine-o2r nd/or iodine-131 in excess of 200
animals. microcuries.

(2) lodine-131. in units not exceeding 10 (2) The general licenste shall store the by.
microcuries each for use in in vitro clinical or product m;tcrial. until used, in the original
laboratory tests not involving internul or ex- shippina container or in a container provicing
tcrtul administntion of byproduct material, or. equivalent radiation proteclion. -
the radiation th-refrome to human beinp Of -- (3) The general licensee shall use the
anirals. - - " byproduct material only for the uss authorized

(b) No person shall receive. iequirr, possess, by paragraph (a) of this rection.
use or transfer byproduct material pursunAt to (4) The general licensee shall not transfer
the gereral license established by pragraph (a) the byproduct material to a person who is not
of this section until he has iled Form AEC- authorized to receive it pursuant to a license
483. "Registration CertiScate-In Vitro Test- issued by the Commission or an JAgreement
ing with Byproduct Material Under General State.' not transfer the byproduct material in
Liense'. with the Director, Division of Ma- anr manncr other than in the unopened, labeled
terials Lkenaing. U.S. Atonc Eferp Comns shipping ciintainer as received from the supplier.
mission. Washir~Son, D.C. 204. and received (d) Th- general licensee shall not receive.
from the Commissione avalidated copy of Forra acquire. posscss, or use byproduct material pur.
AEC-48) with registration nunmser assigned.The regitrant shell furisho nut, F ss suant to paragraph (a) of this section:
The rfistlinant ifrm autish on Fonn AECr4ai (1) Except as prepackaged units which are

t formation s may be required b that form: labeled in accordance with the provisions of a
I t() Name and address of the registrant; specific license issued under the provisions of
(2) zThe location of use; and
(3) A statemient that the registrant has ap. IA State to whkh the Commission has tnirferred

propriate radiation measurnng instruments to c ttgulatory authority noer radioactive material by
prproute radiatiton measuring to nrmal aareemoet. pursuant in section 274 of the

*carry out in vitro clinical or laboratory tests Atnenhc Encrgty Act of1954. as amended.

a, .

10 CFR 31.11

1 32.71 of this chapter or in acco:rance with the
provisions of a specific license issued
Agreeenrit State. which authorizes ranlt
and distribution nf iodine-123 r iodin 7
for distribution to pcrsons generally licensc,-u
the Aireemnt t State.

(2) Unless 1he following statement. Or a
substantially similar statement which contains
the informatitn called for in the fbillowin
statement. appears on a label affixed to eacht
prepackaged unit or appears in a leallet of
brskhure which astompanies the package:

Thin radnaictivt material may be recei d. scqdrord.rns d. and used inly by Physicians. critnisl labor&.
1.trs , ir halpst and only for in viueo rinrcal or

uratnry tests not inolvaing internal r airerast ad.
minisgtatrin of the material tr the radiation trhrrtomi
to human beinas .,r 3nimrs. Its Ieupt. acquisition.krosessi... use, and transfer sai subject to the orgula. -
t..onz and a acneral litense of the U.S. Atomic Energy
G.mmissonn or tit a State with which the Cninmissiors

has erered into an areerrnent for the the exerciie Of
leaulory authority. r

. .........

Nrme of manufacturer

(e) The registrant possessing or using Ir,.
pnxouct materials under the gencr-1 Iscense of

naragraph (a) of this section shalreport in;
writing to the Director. Division of Materials.
Licensing, any changes in the information fur-
nished by him in the "Registration Certificate-
In Vitro Testing with Byproduct Material Un.
der General License". Form AEC-43. The re-
port shll be furnished within 30 days after the
effective date of such change.

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

NOTE

li larger quantities or other forms of byproduct material than those %pecified in the general license of 10 CFR 31.11 ate required. an "Appli-

cation for Byproduct Material License." Form AEC-313. should be Filed to ihtain a secific byproduct material license. Copies of application and

registration forms may be obtained from the United States Atomic Energy Ctsmmissitn. 'Washington. D.C. 20545. Attention: Isotope's Branch.
Division of Materials Licensing.
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