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NRC Form 483
RO529

{(5-79)
tocrmar REGISTRATION CERTIFICATE—IN VITRO TESTING
WITH BYPRODUCT MATERIAL UNDER GENERAL LICENSE

Scection 3111 of 10 CFR 31 establishes a general license authorizing physicians, clinical luboratories, and hospitals to
possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the internal or
. external administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of
byproduct material under 10 CFR 31.11 is not authorized until the physician, clinical laboratory, or hospital has filed

\/"‘ NRC Form 483 and received from the Commission a validated copy of NRC Form 483 with registration number.
’ * Py ®
S\‘\ex Le VT S\"\\.\_\.\-z_ R o\ - ) 3. 1 hereby apply for a registration number pursuant to
8 R VA e A . : §31.11, 10 CFR 31 for use of byproduct materials for
werside Roe . : {please check one block only)
. - : : a. Myself,a duly licensed physician authorized to dispense ..
‘\d& AR D (\p\\ “Sag | ! drugs in the practice of medicine.

" O b. The above-named clinical laboratory.
O c. The above-named hospital. -
4. To be complexcd by the Nuclear Reguhxory Commlssxon

.

Pie

-,

INSTRUCTIONS : - . — —
" 1. Submit this form in triplicate to: e Regls!ratlon number: T 6284
Office of Nuclear Material Safety and Safeguards l\ \
ATTN: License Management Branch FOR THE U. S. Nucum E‘@;m:rom’ COMMISSTON
U.S. Nuclear Regulatory Commission A ”{”‘ . :
Washington, D.C. 20555 ’ : A
- . - - ..I‘ x
2. Please print or type the name and address (includ-
ing zip code) of the registrant physician, clinical N
laboratory, or hospual for whom or for which ’ \\ :
this registration form is filed. Position the first Shi :
rley A Crutchfie March 26, 1982
letter of the address below the left dot and do (If this lsyan initial registration. Jeave this space blank — nimber to be o
not extend the'address beyond the right dot. (At assigned by NRC. If this is a change of information from a previously o8
NRC, a registration number will be assigned and regiStered general licensee, include yvour registration number. ) 3
a validated copy of NRC Form 483 will bc -te- racs .
turned.) . 3%
£ %
- « . t’._»a
f place of use is different from address in Item 1, please give complete address:
6. Certification: ‘
1 hereby certify that: :
oAt
a. All information in this registration certificate is true and complete, .’ . e
b. The registrant has appropriate radiation measuring instruments to ci':try out the tests for which byproduct material will be used under the ‘
general license of 10 CFR 31.1}. The tests will be performed cn!y by personnel competent in the use of the instruments and m the
handling of the byproduct materials. :
¢. I understand that Commission regulations require that any change in the information furnished by a registrant on this registration f.i
certificate be reported to the Director of Nuclear Material Safcty‘a'?d Safeguards within 30 days [rom the effective date of such change -
H . N )
’ . oy
d. I have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form); ‘i
and I understand that the registrant is required to comply with those provisions as to all byproduct inaterial which he receives, acquires. L
possesses, uses, or tramsfers under the general license for which this Re‘istm!ion Certificate is filed with the Nuclear Regulat ommission. %
oo : ! 3
c ’ i
e 3/C/2 by 2
/ Signature OTWIMS form
Shereorn ¢, S\’\ wirz . o _\‘\‘ . ] Q)vxr‘\o\" .
Printed name and title or position of person filng form . :
N ARNING~18U.S.C., Section 1001; Act of June 25, 1948; 62 Stat. 749; makes it a criminal offense 10 make a willlutly false statzment or
- representation to any department or agency of the United States as to any matter within its jurisdiction,
<

e



CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

83111 General livense for use of byproduct
materntats for certain in vitro clinical or labora-
tory tesiing.

(3) A genetal license is hereby issued to
any physician, clinical laboratory or hospital
1o receive. acyuire, possess, transfer, or use, tor
any of the following stated tests, in accordance
with the 'provisions of paragraphs (b), (c), (d),
(e), and (1) of this sectiun, the following by-
product materials in prepackaged units:

(1) lodine-125,"in units not exceeding 10
microcuries-each tfor use in in vitro clinical or
laboratory tests not involvinyg internal or ex-

ternal administration of byproduct mategial, .
or the radiation therefrum, to humun beings -

or animals,

(2) lodine-131, in units not exceeding 10
microcuries each for use in in vitro clinical or
laboratory tests not involving internal or ex-
ternal administration of by product material, or
the radiation therefrom, 1o human beings or
animals. ” o oty

(3} Carbon-14, in units not exceeding 10
microcursies each for‘use in in vitro clinical or,
. laboratory tests ot involving internal or exter-
nal administration of ‘byproduct materialyor
the radiation therefrom, to human beings or
animuls, - : . o

(4) Hydrogen 3:{tritium), in units not’ex-,

ceeding SO microcursies each for use inin vitio é“ o s
2, (21 The gereral ligknsce shall store the by-

clinical or laboratory tests not involving inter<
nal or external administration of byproduct
material, or the radiation therefrom, to human
beings o1 animals. .

(5) Iron 59. in units not exceeding 20
microcuries each for use in in vitro clinical or
laboratory tests not involving internal or ex-
ternal adnunistration of bhyproduct material,
or the radiation therefrom. 1o human beings,
or anmmals, !

th) Nu person shall receive. acquire, pos-
seas, Use ur transfer byproduct material pur-

_susnt .t the - peneral -livense establisheds by =-any-“managr -other: t]

pagagraph (a) of this séction uniil he has filed’
NRC Form 483, “Registration Certificate-In

Vitro Te<ting with Byproduect Materisl Under |

. General License,” with the Office of Nuclear . | nduct

U.S. Nuclear e pursuant to paragraph (a) of, this section:
Vs . B ¥y

* Material Safety and Safeguards,

-:the general license est

w Ty

b
Regulitory  Commission, Washington, D.C.
20555, and received. from the Commission a
validated copy of NRC Furm 483 with regis-
tration number assigned or until he has been
authorized pursuant.to § 35.14(c) of this chap-

_ter to use byproduct material under the generas
license in-this §31.11. The registrant shall
furnish on NRC Form 483 the followingz infor-
mation and such other infurmation as may be
required by that form:

(1) Name and address of the registrant;

(2) The location of use; and

(3) A statement that the registrant has ap-
propriate’ radiation. measuring instruments to
carry out in vitro clirical or laboratory tests
with byproduct materisls as authorized under
the general license in paragraph (a) of this
section, and that such tests will be performed
only-by personnelcodipetent in the use of

such instruments und{n the handling of the

by product materiulss™ i ;
1 () A person who!feceives, acquires, pos-
sesses or uses byprodugt material pursuant to
lished by paragraph (a)
f this section shall comply with thesfollowing:

"(1)°, The general li€ensce shall not possess

4t any one time, pursuait to the general license
in parograph (a) of?this scction, at any one.

location of storage orzuse, a total amount. of’
jodinc*125, iodine’13Biand/for iron'S9 in ex-
cess of 200 microduriegt” : :

“product material;" unfil used. in the original
shipping container or.in a container providing
equivalent radiation-protection.

{3) The general ligensee shull use the by-
product material onlyffor the uses suthorized
by pasagraph {a) of thithection.

t3) The peneral lic
the by product materis
person authorized® 1o,
pursuant to thischapt
‘State,' nor transter il

facepl by transizrto a
eceive i1 by a iicense
ur from an Agrézment
byproduct matesial in
ndnSthe - unopenédy;
labeled shipping container agreceived from the
supplier. B

3 The general licensse Shall sot Javeive,

_ acquire,.: possess, or use. byproduct material

nwee <hall not transter

) 4 C

S

(1) Except as prepackaged units whithare - f
labeled in sccordance with the provivionsofa .
sgﬁpecxfnc license issucd under the provisions of.:

32.71 of this chapter or in accordance with ',

the provisions of a specific license issued by un .
! Agreement State that authorizes manufacture”
and distribution ot iodine-125, ijodine-131,
carbon-14, hydrogen-3 (tritium), or iron-59 -
for distribution to persdns generally licensed -
by the Agreement State. - : Lo
{2) Unless the following statement. or'a’
substantislly similar statement which containg™ -
the information called for in the following
statement, appears on a label affixed to each
prepackaged unit or appears in a leaflet or
brochure which accompanies the package:
This radioactive material may- be received,
-.acquired, possessed, and used only by physi--
ctans, clinical laboratories or huspitals and only
for in vitro clinical or laboratory tesis not
involving internal or external administration ot
the ‘material, or the radiation therefrom, to
human beings or animals. [ts receipt, acquisi--

: tion, possession,.use, and transfer are subject.;
~to the regulations and a general license of the .
U.S. Nucleiar Regulatory Commission or of a -
.State with which the Commission has entéred .
into an agreement for the exercise of regula-

tory authority. - . L T
. eediean(?,

Name of manufacturer

(¢) The registrant possessing or using by-
product materials under the general license of |
paragraph (a) of this section shall report in .
writing to the Director of Nuclear Material =
Safety and Sateguards any changes in the in-:

- formation.furnished by him in the *Registra- -
tion Certificate ~in Vitro Testing with By- :
product Materiul Under General License”” NRC
Form 483. The repurt shall be turnished with-
in 30 days atter the effective date ol such

s thange.* - . 5

7R {f) Anyperson ‘using byproduct material

pursuant to the general license of paragraphi(a) . —~
of this section is exempt from the require-
ments of Purts 19 and 20 of this chapte: with

respect to byproduct materials covered by that \_)

general license. . o

' A State to which certain regulatory authority over radioactive material

the Atomiv Encrgy Act of 1954, as amended.

1975.

*Material generally licensed under this section prior to January 19,197

NOTES)
been transerred

s

‘may bear labels sut!

by tormal agreement, pursuant to section 274 of

worized by the regulations in eftect on January 1,

*A new triplicate set of this Registration Certificate, NRC Form 483, may be used to report any change of information furnished by a registrant

as required by §31.11(e).

It larger. quantitics or other Torms of byproduct material than those spe
* NRC Farnn 313 should be filed 10, ol

cation for Byproduct Materiab License,

and registration forms may be obtained from the

%

fied in the general

Manazement Branch, Division of ‘uel Cycle and Material Safety.

Pursusnt to § U.S.C. §22a(e)3), enacted into law by section 3 ol the Priva

nished to individuals who supply information

PRIVACY ACT STATEMENT

w

to the Nuclcar Regulatory Fommission on NRC

cy Act of 1974 (Public Law

license of 10 CFR 3111 are required, an “Appli-

1] ‘) ain a specilic byproduct material license. Copies of application
United States Nuclear Regulatory Commission, Washington, D.C. 20555, Attention: License

93-579), the tollowing statement is fur-
Form 483. This information is maintained in a

system of records designated as NRC-3 and described at 40 Federal Registc‘ 45334 (October 1,1975).

1. AUTHORITY" Scctions 81 and 161(b) of the Atomic Encrgy Act off I‘?54.u\' amended (32 US.C. 2111 and 2200tb).
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2. PRINCIPAL PURPOSE(S) The information is evaluated by the NRC 'sf:n'(f'pursuant to criteria set forth in 10 CFR Parts 30-36 to determine
whether the appticaiion conforms to the requirements of the Atomic Energy Act of 1954, as amended, and the regulations of the NRC, for the
issuance of a registration certificate authorizing the use ol in vitro teslingf_‘

3. ROUTINE USES  The information may be used: (1) to provide rcmrd%to State health departments for their information and use: and (b) to
provide inforfation to Federal, State, and tocal health ofticiads and other persons in the cvent of incident or exposure fur purposes of their
information, investigation, snd protection of the public heahth and safety. The information may also be disclosed to appropriste Federal,
State, ar losul apencics in the avent the inforuntion indicates a violitan 6 potential vioketion of law and in the course of an administrative or
judicisd prosceding. In addition, this intormation may be transterred 1o an appropriaie Federal, State. or local ageney 1o the extent relevant
and accessary foran NRC decision ortoan appropriate Pederal agency to tlie extent relevant and necessary Tor that agency’s decision about you.

WHETHER DISCLOSURL IS MANDATORY OR VOLUNFARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING INFORMATION,
It is voluntary that you furnish the requested information, It the rcques:ted infotmation is not turnished, however. the registration certificate

or amendment thereof, will not be processed. -
5. SYSTI'M MANAGER(S) AND ADDRIESS Director, Division of 1 ucl C cle and Material Safety, Oftive of Nuclear Material Safety and Safe~
puards, U.S. Nuclear Repulatory Commission, Washington, D.C. 20558« :




