Fotm AEC<83 _ US. ATOMIC ENERGY COMMISSION Form Approves
774 ) - . : - ] . L JBudget Bureau No,

aoerma . ~REGISTRATION CERTIFICATE—IN VITRO TESTING .~ (B8RO 160 .-
s ‘WITH BYPRODUCT MATERIAL UNDER GENERAL'LICENSE = - =7 o st i

Section 31.11 of 10 CFR 3] establithes a general License suthorizing physiclans, dinjcal laboratories, and hospitals to possess
eertain small quantities of byproduct materia! for in vitro elinical of Inboratory tests not involving the internal or extemal
- sdministration of the byproduct material or the sadiation thereftom to human beings or animals. Possession of byproduct
K_/ material under 10 CFR 31,11 is not suthorized until the physician, clinical laboratory, or hospital has filed Form AEC483
' and sectived from the Comission a validated copy of Form AEC483 with registration number, .. e

-

I Saroj \:K\f;[l-_}.('arfli_ ,M.D. " b . 3.1 *hcxebi' :app!y for a xcgisu'atioh number #ursnﬁf;t to
- 1700 -'.WéS:t-":Eighf Mile ) ‘§31.11, 10 CFR 31 for use of byproduct materials
e R i . - o L for {please check one block only) : o
) SOu.thf1e]:d :@?I i 4_8075 S ﬂa. Myself, a duly Jicensed physician authorized to -
. D e TR TR e e ST T _dispense drugs in the practice of medicine, . >«
B A . o O b."The above-named clinical Jaboratory. .

D e "The above-named hospital. B
4. To be completed by the Atomic Energy Commission

INSTRUCTIONS . - . s. -+ . . 0 % o
. Submit this form in tri - ST |
: ! %irer:tox c:; lj;nns”:n?puc:w P' e al T "~ 'Registration number:
- jals Branch - .~ - " ..o haos o 4 S !
Regututiog s Brangh - 2T e L LOR THE UL S. NU
* .U.S. Atomic Energy Commission ' -
Washington, D.C. 20545 T - L
‘2. Please print or type the name and pddress <
{including zip code) of the “reglstrant - ot o
physiciaf, elinicial laboratory, p; hospital .« - ..
for whom or for which thlj reglstration - . .
:g::‘e:: ﬁ.;:fc;: “t;::‘”;c}}t":g:‘:;?;:{x | shirley A. Crutchfteld” January 30, 1984
R extend the address beyond the right dot. . {If this is an, Initla! registretion, leave this space blank - number 16 be
(AT AEC, a segistation number will be 4 -essigned by AEC If thisise change of information from a previously
assigned ;n d .‘; alidated copy of Form : registered general licensee, include Your registration number,)
AEC-483 will be returned,) s S ' : - v

76900
ATORY COMMISSION

\/'. If place of use is different {roq‘} address in Item ], please give complete address: -

+

6. Certification: .
1 hereby certify that:

@. Al information in this registration centificate I truc and complete,

b. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproducet m.a;e'rid 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 regulstions require that any change in the information furnished by a yegistrant on this registration
certificate be reported to the Director of Licensing, 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
1 understand that the registrant b required to comply with those provisions as to all byproduct material which he Teceives, acquires,
possesses, uses, or transfers under the genera! license for which this Registration Certificate is filed with the Atomic Energy Commission.

Date 'll/; 6[@% b, %W My,

Signeture of person filing form

-

Sakol  KyLv@Rw| , mp
Frinted name and title or position of person filing form

WARNING—II U.5.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes It a criminal offenss to make 3 wilifully false statement or
L . representation to any department or agency ©f the United States as to any matter within Its Jurhigiction,




LONDITIONS AND LIM TATICNS OF GENEZRAL LICENSE 10 CFR 3.1

E?§3l.ll.qencnl ticense for use of byproduct
"materials for certain in vitro clinical or
Bbboratory festing. ) )

ey
sy

‘(a) A general license §s heroby k;ued to

any physician, clinical laboratory or hospital

to reccive, acquire, possess, transfer, or use,
for any of the following stited fests, in
accordance with the provisions of paragrephs
(®), (c), (d), (&), and (f) of thix secticn, the
" following by product materials in prepackaged
units: |
(1) lodine-125, in unils not excecding 10
microcuries each for use in in vitro clinica! or
~Bboratory tests not involving interna) or
“external administration of byproduct miter-
al, or the radistion therefrom, to human
beings or animals, . ‘

(2) Todine-131, in units not exceeding 10 -

microcuries each for use in in vitro clinical
or laboratory tests not involving Internal or
external administration of byproduct materi-
sl, or the radiation therefrom, ta human
beings or animals. . L
(3) Carbon-14, in units 211 exceeding 10

microcuries each for use in in vitro clinizal or-

laboratory ftests mot involving Interna) or
external administration of byproduct materi-
al, or the radiation therefrom, to humsn
_beings or animals, S
(b)No person  shall recelve, “pcquire,
posscss, use or transfer byproduct material
. putsuant to the general license established by

pasagraph (3) of this section until he has filed

Form AEC-483, “’Registration Certificate~In
Vitro Testing with Byproduct Material Under
General License™, with the Director of Licens-
ing, U.S. Atomic Energy Commission, Wash-
ington, D.C. 20545, and received from the
Commission a validated copy of Form
" AEC-483 with registration number assigned.
The scgistrant shall furnish on Form AEC-483
the following information and such other
information as may be required by that form:

(1) Name wnfl address of the regi trang; 15

. (2)Thelocation of use;and iy o Set

(3)A staferment fhat the registrant has
tppropriate sadiation measuring instruments
to carry out in vitro dinical or labonatory
tests with byproduct materials as suthorized
under the general License in paragraph (a) of
this section, and that such tests will be
performed only by personne]l competent in
the use of such inctruments and in the

- handling of the byproduct materials,

() A person who receives, scquires,
possesses or uscs byproduct material pursuant
to the general license established by paragiaph
(2) of this section shall comply with the

‘following: - AR
(1) The general licensee shall not possessat

any one time, pursuant to the general license
in paragraph (a) of this section, at any one
location of storage or use a total amount of
iodine-125 andfor jodine-13] in excess of 200
microcuries,

" (2)The general Licensec shall store the

byproduct material, until used, in the original
equivalent radiation protection,

(3)The general licensee shall use the
byproduct saterial only for the uses author-
ized by paragraph (a) of this section. .

(4) The general licensee shall not transfer

~ the byproduct material to a person who k not

authorlzed o 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,
hbeled shipping container as received from
the supplier,

(d) The genenl Ycensee shall not receive,
scquire, possess, or use byproduct materia)
pursuant to paragraph (a) of this section:

(1)Except as prepackaged unlts which are .

Labeled in accordance with the providons of a
cific icense lasued undes the provisions of
32,71 of this chqpter or in accordance with

shipping container or in a containes providing .

: Yhe i:rbvisﬁom'vof 8 specific ticense issued by
“ian Agreement State, which authorizes manu-

facture and distribution of icdine-128,
iodine-131, or carbon-14 for distribution to
persons generally licensed by the Agreement
State, :

(2) Unless the folowing statement, or a
substantially similar statement which containg
the information called for in the jollowing
stafement, sppears on a label affixed to each
prepackaged unit or appears in a leaflet or
brochure which accompanies the pachage:

* This radicactive material may be recejved,
acquired, possessed, and used only by physi-
dlans, clinical laboratories or hospitals and
only for in vitro clinical or laboratory tests
not involving internal or extenz) administra-
tion of the material, or the radiation there-
fiom, to human beings or animals. Its receipt,
acquisition, possession, use, and transfer are
subject to the regulations and a general license
of the U.S. Atémic Energy Commission or of
8 State with: which the Commission has
entered into an agreement for the exsrcise of

“regulatory avthority. -

------ LR A A I R I T T I

Name of manufacturer -

{¢) The registrant possessing o1 using
byproduct materials under the gener:l license
of paragraph (a) of this section shall fepart in
writing to the Disector of Licensing any
changes in the information fumished by +him
in the “Registration Certificate-In Viuo
Testing with Byproduct Material Under
General License™, Form AEC483. The report
shall be fumished within 3!; days after the
effective dste of such change,

(f) Any person using byproduct material
Ppursuant to the general license of paragraph
(2) of this section is exempt from th reguire-
ments of Parts §9 and 20 of this chater with
respect to byproduct materials couvered by
that general license,

VA State to which the Commission hat transferred certain nguiatory authority over sadiosctive material by formal agreement, putsuant to
section 274 of the Atomic Energy Act of 1954, as amended, . ‘

34 new triplicate set_of this Reglstration Certificate, Form AEC483, ya

registrant as required by §31.ll(e).

- NOTES °

s

o

¥ be used to report any change of information tumished‘by 2

If larger quantilies or other forms of byproduct material than those specified in the ;'éneul‘ License of 10 CFR 31.11 are required, an
“Application for Byproduct Material License,” Form AEC-313, should be filed 1o obtain a specific byproduct materia) license. Copies of

spplication and registration forms may be obtai
-Muterials Branch, Directorate of Licensing, Regu!

ned from the United States Atomi
ation.

¢ Energy Commission, Washington, D.C. 20545, Atfention:

GPO 872. 42




