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rm 483 us. NUCLEAR REGULATORY COMMISSION Approved by OMB :
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_,gg;;, -  REGISTRATION CERTIFICATE—INVITROTESTING .~ - 13187

: WITH BYPRODUCT MATERIAL UNDER GENERAL LlCENSE . AT
Swdon 31 ll of 10 CFR 3l esubhshes a 3eneral bcense authonzmz physxcsans. chmcal laboratones. hosp:uls. and: ..

. weterinarians in the practice of veterinary medicine to possess certain small quantities of byproduct material for fn witro clinical -

...or Jaboratory 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, hospital, or veterinarian in the practice o{vetennarymedmn ;has filed NRCForm 483 and received lrom the F o
- Commission g validated copy of NRC Form 483 with registrath mbcr‘ o ' PO

3 l hcreby apply for a reglstrauon number pursuam to - .
Tt -§31.11, 10 CRF 31 for use ol‘ byproduct matenals Ior e
; " {please check one block only) . et ST
Xa’. Myself, a duly licensed physician authonzed to dxs- L

P : pense drugs in the practice of medicine. - .. .. T e
v e O b. - Theabove-named clinical laboratory. P R R : :
i 3 c. - The above-named hospital. . i

-7 [d.d. Veterinarian in the practice of vetermary medncme
R To‘be completed by the Nuclear Regulatory Commission.

P

lNS’l’RUCﬂONS

“1. Submxtthnsformmumlicateto ’

- Office of Nuclear Material Safety and Saf eguards
ATTN: Material Licensing Branch
" U.S. Nuclear Regulatory Commlssxon
Wnshmgton. D C. 20555 ; ) .

5068

Regxslrauon number

oav comxssmn

2. Please pnnt or type the ‘name and addren

. (including zip code) of. the reglst.rant physmal:; : / %20 J

clinical laboratory, hospital, or veterinarian in o
! .practice of vetermar‘y”::edmne for whom or for - -~ Caro"yn Boyl July 20 1993 )
\/‘ - which this tion form is filed. Position the N E (lf tkis Is an initial registration, leave tlus space blank = number to be .

first letter of the address below the'left dot and do
 not extend the address beyond the nght dot. (At",
. NRC, ategistration number will be assignedanda )
vahdated copyofNRCForm483 wxllberetumed) e : ‘ o

assigned by NRC. If this is a change of information from a previously o
. registered general license, include your registration number.) .

5 i plnoe of use 1s dxfferent from address in Item l please give complete address:

€. Ccmflcauon
lhcrcbycemfythat Rt . o ’

- a." AAllxnformauonmtlusregxstrauoncemfcatelstruemdcomplete . e U el - o /‘H»_” _4 L

[ T -

b. The regxstrant has appropnate radiation measuring instruments to carry out the tests § or which byproduct matenal will be used under the
" general license of 10 CRF 31. ll The tests will be performed only by personnel competent in the use of the lnstruments andi in lhe handlmg of

the byproduct mntenals

c. 1 understand that Commxssnon regulatlons requlre that any change in the mformauon furnished by & reglstranl on !lus regxstrauon ceruflcate
be reported to the Dlrector of Nuclear Matenal Safety and Safeguards wuhm 30 days from the cffecuve date ol‘ such change. T o

- d. I have read and understand the provnsnons of Sect:on 31, ll of NRC regulauons 10 CFR 31 (reprinted on the reverse s:de of llus form), and
- understand that the registrant is required to comply with those provisions as to all byproduct material which he receives, acquires, possesses,
uses, or transfers under the general hcense for which this Registration Certificate is filed with the Nuclear Regulatory Commission. :

Date | éé[kﬁ/%i3 o f:'ﬂllr” ay'f; = .‘jg §I§771. : SR »- 'ik;

— Bernardo A ROJaS, Med1ca1 Doctor .
: ‘Prnzednameandutleorposmonofpersonﬁhngform L T

b $1ge e ey - : . - R B Dve emat

\_// RORAR S .’T_I"" —“T-.fs, TRE OV AL ) ST f'7. LR S
 ARNING— 18 U.S C.. Secuon 1001; Act of June 25, 1948; 62 Sut. 749; makec it a criminal offense to make a wxllfully false statement or
represenuuon toany departmem or agency of the United States as to any matter within its junsdlcuon o R .
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

$31.11 General license for use of byproduct materials
Iy certain ¥« vitro clinical or laboratory testing.

license established by parsgraph (a) of this section
until he has filed NRC Form 483, *Registration Cer-

" . tificate—]n Vitro Testing with Byproduct Materia}

{a) A general license is hereby issued 0 any physi-
.ian, veterinarian in the practice of veterinary .-
medicine, clinical laboratory or koenicz! to receive,
acquire, possess, transfer, or : for any’ of the.
following stated tests, ir =-77-.l.:ce with the provi-
sions of paragraphs (bj. (), {d). (¢}, and (f) of this .
section, the follov®:: Uypioduct materials in-
prepackaged units:

(1) lodine-125, ia - units not exceeding 10
microcuries each for wee in in vitro clinical or
laboratory tests 1--; inviiving internal or external ad-
ministration of b,product material, or the radiation
therefrom, 10 hrran beings or animals.

(2) lodine-131, in units not evesedinag 10
microcuries. each for use in.im. vitro. clinical or: .
laboratory tests not involving internal or external ad-
ministration ef byproduct material, or (Le radiation . .
therefrom, to hur~an beings or calivals oL

(3) Carbon-14, in wuniis not exceeding . .10
microcurics _esch for wse in in vitro- chizical or -
laboratory tetis wol involving mternal or-external ad- -
ministratior »f byproduct material, or the
therefrom, to hivman beings oranimads, . - - . I
- -(4) Hydrogen 3 (tritinm), in units not exceveding 38

7 WL TAVIOUTEE L el {30 wee HT e veeox:, cliaseals s
razw;mg:iaﬁ“hﬂtu'w.n&z < (1) Tbe general licensee shall not possess at any one

U Lpusitraton of bypeodwet aserind,: or the. ravdiiaties .
" heredrom; 10 kwnes beirgs or ey Sy

19) Yron. 39, in units, 2ot cxcreding A0 axicrorwe: ..

- cach for nse iy b vitro clinicel or labocatcry vexes wor -

Under Geéneral License,™ with the Director of Nuclear
Material Safety and Safeguards,. U.S.. Nuclear

. Regulatory Commission, Washingine, D.C: 20535,
- and received from ihe Comminrion a validated copy
- of NRC Form 433 with registration momt-r a35igned

or uatil e has been authorized puisuaat 10 §33.34(c)
of this chapter to use byproduct material under the
general license in this §31.11. The registrant shall fur-
nish on NRC Form 483 the following information and
such other information as may be required by that
form:

(1) Name and address of the registrant;

(2) Thelocation of use: and

-« {3y A statemient that tte registrant has appropriste

radiation measuring instruments 1o carry out in vitro
clinical or laboratory tests with byproduct materials -
a3 autherized under the general license in paragraph
(2) of this section, and that such tests will be per—
formed only by personnel competent in the use of
such instruments and in the handling of the byproduct
matenials, - T

(c} A persen who receives, acquires, possesses or
uses byproduct. material pursuant to the general
license estxblished by paragraph (a) of this section
shail compty with the following: -

time, pursuant 1o the general license in paragraph (a}
of this section, at any one location of storage or use, &
total amount cf jodine 125, iodine 131, selenfum-75,
and/or iron 59 in excess of 200 microcuries,

avelvinginaral of cxtermat. aceminisradion: we. - (2) The general licensee shall store the byproduct:

Lol e iat, v ke

© inail briney or waivsie. e
(6) Seleni cin units. oot creesdingc 30
microcuries each for use in in virra clinical. or
‘aboratory testyy ° “avolving internal or external ai-
ministration of byprodu.i material, or the radiation
therefrom, to human beings or xnimals. .
(7) Mock  lodine-125 reference or ealibratian
sources, in unirs not. exceeding 0.005 microcurie. of
ic finm 129 and 0.0GF miccesie: of: sasrices 241

s th webvrews K T

"~
wiiood,

Lyproduct material,. or the radission . thercfrom,- i« :
human beings or animals.

(b) No person shall receive, acquire, possess; use oc .
trrasfer byproduct material purseanat 10 the generat

material, until used, in the original shipping container.

or in a container provid_ing\ cqu.i_v_'yem, radiation prow -
- o - ;.. Nuclear Material Safety and Safeguards any changes

tection, . . .

(3) The general licehsee shall 'use the byproduct™
material only for the uses authorized by paragraph (@)
of this section. )

(4) The general licensee shall not Gaweiiz-the
byproduct material except by transfer i person.
authorized to receive it by a license pursuant i« thig
chapter or from dn Agreement State,! nor transfes :*. :
byproduct material in any manner other than in the

- unopened, labeled shipping container as recsivel

from the supplier.

(5) The genceral licensee shall dispose of the Mock
lodine-125 reference or calibration sources decribed
in paragraph (a}7) of this section as required by
§20.301 of this chapter.

(d) The general licensee shall not
possess, or use byproduct material
paragraph (a) of this sections® ~t' s+~

(1) Except as prepackaged units
inlccordamewithﬂwprovitiomofaspecificlieense
issued under the provisions of #32.71 of this chapter

..of in sccordance with the provizions of a specific

- license issued by an Agreement State that authorizes
manufacture and distribution of indine-125, iodine-
131, carbon-14, hydrogen-3 (tritium), selenium-75,
fron-59 or Mock Iodine-125 for distribution to per-
sons generally licensed by the Agreement State.

(2) Unless the following statement, or & substan-
tially similar statement which contains the informa-
tion called for in the following statement, appears on
& lzbet affixed to each prepackaged unit or appears in
aleallet or brochure which accompanies the package:2

This radioactive material may be received, ac-
quired, possessed, and used only by physicians,
veterinarians in the practice of veterinary medicine,
clinical laboratories or hospitals and only for in vitro
clinical or laboratory tests not involving internsal or
external administration of the material or the radia-
tion’ therefrom, to human beings or animals. Its
reccipt, acquisition, possession, use, and transfer are
subject to the regulations and a general license of the
U.S. Nuclear Regulatory Commission or of a State

mﬂ to

: m .

|

— |

with which the Commission has entered into an agree-

ment for the exercise of regulatory authority.

Name of manufacturer -

(¢) The registrant possessing or using byproduct
materials under the general license of paragraph (a) of
this section shall report in writing to the Director of

* it &xf imformation furnished by him in the “Registra-
tion Certificate—In Vitro Testing with Byproduct

Material Under General License,”” NRC Form 483. .

- The report shall be furnished within 30 days after the
effective date of such change.? "

() Any person using byproduct material pursuant
to the general license of paragraph (a) of this section is
exempt from the requirements of Parts 19, 20 and 21
of this chapter with respect to byproduct materials
covered by that general license, except that such per-
sons using the Mock Iodine-128 described in
paragraph (a)(7) of this section shall comply with the
provisions of §20.301, 20.402 and 20.403 of this
chapter.

NOTES

! A State to which certain regularory anthority over radioactive material has been transferred by formal agreement, pursuant to section 274 of the

Atomic Energy Act of 1954, as ame;

1975

3 A new triplicate sot of this Registration Certificate,

required by §31.11(¢).

" if larger quantities or other forms of byproduct material th
tion for Byproduct Material License,” NRC Forms 3131, 313M, or 313
application and registration forms may be obtained from the United S

an t!lvo;e:‘s\péc{f‘;cd in the ge

tates Nuclear Regulatory C

Material Licensing Branch, Division of Fuel Cycle and Material Safety.

Pursuant to § US.C..522a(e)(3),
nished to individuals who supply

2.

ROUTINE USES  Tha information may be
provide information to Federal, State,

formation, investigation, and protection of the public health and safery.
local agencies in the event the information indicates a violation or potential violation of law
proceeding. In addition, this information may be transferred to an appropriate Federal,
necessary for an NRC decision or to an appropriate Federal agency to the extent relevant and

WHETHER DISCLOSURE IS MANDATORY OR VO

TION It is voluntary that you furnish ths

PRINCIPAL PURPOSE(S) The information is evaluated by the NRC staff
whether the application conforms to the requirements of the Atomic Energy
issuance of a registration certificate authorizing the use of in vitro testing.

PRIVACY ACT STATEMENT

Commission on NRC

pursuant to crit

used: (a) to provide records to State health depa

and local health officials and other persons in the event

The information may

.

D.C. 20555,

NRC Form 483, may be used to report any change of inform

, neral l;c_cnse of
R should be filed to obtain a specific byproduct material license. Copies of

of Fuel Cycle and Material Safety,

2 Material generally licensed under this section prior to January 19, 1975 ma.y bear labels authorized by the regulations in efféct on January 1,

ation furnished by a regisu'a{n as

10 CFR 31.11 are required, an “Applica-
ommission, Washington, D.C. 20555, Attention:

enacted into law by section 3 of the Privacy- Act of 1974 (Public Law 93-579), the folowing statement is fur-
information to the Nuclear Regulatory
system of records designated as NRC-3 and described at 40 Federal Register 45334 (October 1, 1975).

Form 483. This information is maintained in a

AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42U.5.C. 2111 and 2201(b)).

eria set forth in 10 CFR Parts 30-36 to determine

Act of 1954, as amended, and the regulations of the NRC, for the

143

also be disclosed to appropriate Federal, State, or

and in the course of an administrative or judicial
State, or Jocal agency to the extent relevant and
necessary for that agency’s decision about you. .

LUNTARY AND EFFECT .ON INDIVIDUAL OF NOT PROVIDING INFORMA-
reguested information. If the requested information is not furnished, however, the
tificate, or amendment thereof, will not be processed. . .

SYSTEM MANAGER(S) AND ADDRESS Director, Division
Safeguards; U.S. Nuclear Regulatory Commission, Washington,

registration cer-

Office of Nuclear Material Safety and

ments for their information and use; and (b) 10
of incident or exposure for purposes of their in- .



