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NRC FORM 483 : S U S. NQ(:_LEAR REGULATORY CQMMISSION APPROVED BY OMB NO 3150-0038 EXPIRES 6-30-99

Estlmated burden per response to comply wrth this mandatory Intormaucn
- collection request 7 minutes.” The validated registration serves as evidence

REGISTRATION CERTIFICATE —in vrtro TESTING e o e e e reming I enited 1o fecchve e

| Information “and Records Management Branch (T-6 F33), U.S. Nuclear | ' ~
WlTH BYPRODUCT MATERlAL UNDER N Regulatory Commission, - Washington,  DC . .20555-0001, "and to :he .
- . . Paperwork Reduction Project (3150-0038), Ofﬁce of Management and
- "_ GENERAL LICENSE -« .o " B Budget, Washington, DC 20503. NRC may not conduct or sponsor, and a
. : / i E : -. @ person is not required to respond to, a collection of information unless it
LA B . : displays a currently valid OMB control number.

Section 31.11 of 10 ‘CFR 31 establlshes a general license authonzmg phy5|clans clinical laboratories, hospitals, and veterinarians in"the practice of
veterinary medlcme to possess certain “small quantities of byproduct material for in vitro clinical or laboratory tests not involving the intemal 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 veteriarian in the practlce of vetennary medlclne has fi Ied NRC Form 483 and recelved from the
Commlssmn a valldated copy of NRC Form 483 with a reglstratlon number .

1. NAME AND ADDRESS OF APPLICANT (See Instrucbon‘SB below) N R -2,  APPLICATION ::(Check one box only) BN

-1 1 hereby apply for ‘a tegistration -number -purstfant” to 10 CFR 31 Sectron
1 31.11, for use of byproduct materials for: )

E’ndocrlne Testlng 'Ltd
7447 018 York Road-

A.. Myself, a duly licensed physician authorized to disperse drugs in

s st :
[P et e e e e
. - b e A

‘MEh'OS,e P_a{'k’ PA 19027 s | the practice of medicine.
R . B.: The above-named clinical laboratory.
TELEPHONE NUMBER (Include Area Code) - . ] N C. The above named hospital.
= (215) 635-4882 - - C ‘ | D. 'Veterinarian in the practice of veterinary medicine.
“INSTRUCTIONS: - - e . L .- . - A REGISTRATION =
_A.:- Submit “’IIS form in duplrcate to: . V i : ! : : ' S . 7 o ) ‘ REGISTRATION NUMBER

T ,_Medlcal Academrc and Commerclal Use -

.. -Safety Branch (T-8 F5) L
'.".,llesmn of Industrial and Medlcal Nuclear Safety
. ‘Ofﬁce of Nuclear Malenal Safety and Safeguards :

. -U.S, Nuclear Regulatory Commission ... -\ <+
o Washmgton DC. 5—0001 )

oo (At NRC a reglstratgr\lumber er be assngagand a(r‘dldated copy
s of NRC Form 483 will be returned.) . N

; 5/ 3 /98
(If th/s an lmtzal regrstrdéo «««««

B. In the box above print or type the name, address (rncludlng 2P ] " F: .
~_Code), and telephone number of the registrant physician, clinical i, leave thi space blank number tobe . .
taboratory, hospital, or veterinarian in the practice of veterinary ‘assignsd b)’ NRC. If this Isa chinge of information from a previously .

" edicine for whom or for which this registration form is filed. /1" 99’§!°’ od geﬂ‘ef al license, lﬂdude de your registration number.)

5. If place of use is different from address listed above, give complete addrqc \/ ) \/ /

7
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. S - B CERTIFICATION- Coee e ner

lherebycertlfythat Sl R P
A 'AII lnformatlon in this reglstratlon certlﬁcate is true and complete a

DT L

B. .The reglstrant has appropnate radlatlon measunng mstruments to carry out the tests for whrch byproduct matenal mll 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 lnstruments and in the handhng of Ihe
N byproduct matenals . )

; c. | understand that Commlssron regulatlons requrre that any change in the information’ fumlshed by a reglstrant on this reglstratlon certlt' cate be
reported‘fo the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change i

=

i
D | have read and understand the provrsrons of Section 31. 11 of NRC regulatlons 10 CFR 31 (repnnted on the reverse srde_of this form), and I |

understand that the’ reglstrant is required to Comply with those provrsrons as to all byproduct material which he receives, acquires, possesses uses,
or transfers under the general license for which this Reglstratlon Certrﬁcate IS filed with the U.S. Nuclear Regulatory Commission. -

SRRy

PRINTED OR TYPED NAME AND TITLE OF APPLICANT &ATURE OF APP}%ZANT R A

Jerome ‘H.: Check In D Ph D

Dlrector G o : . e i
"NARNING: - FALSE’ STATEMENTS IN THIS - CERTIFICATE/ MAY ‘BE SUBJECT TO ‘CIVIL AND/OR -CRIMINAL
PENALTIES. NRC REGULATIONS REQUIRE THAT: SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN
ALL MATERIAL RESPECTS 18°U.S.C. SECTION 1001 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY
FALSE STATEMENT OR REPRESENTATION TO ANY' DEPARTMENT OR AGENCY ‘OF THE UNITED STATES AS TO
ANY MATTER WITHIN ITS JURISDICTION. o . : /‘

NRC FORM 483 (6-96)




! administration of byproduct material,
- to human beings or.animals,

i the redlation therefrom to human beings or’ ammals., i

.~ LU 4

CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 3.1

§ 31.11 Genr.-ral license for uce of byproduct materm!s for certam in
vitro chmcal or !aboratory tesung

{a) A general license is he'rcby issued 1o any physician, veterinarian
in the practice of veterinary medicine,blinicalIaboratory or hospital to
receive, acquire, possess, transfer, or use, for any of the following stated
tests, in accordance with the provisions of paragraphs (b), (¢), (d}, {e},
and {f} of this section, the fol!owmg byproduct materials In prepack-
aged units: .

{1} lodine- 125 in units not exceedmg 10 mxcrocuries each for use
in in vitro clinical or. laboratory tests not lnvolvmg internal or external
administration of byproduct material, or the radiation therefrom, to.
human beings or animals,

(2} lodine- 131, in umts not exceedmg 10 mmrocurres each far use
inin vitro chmcal or !aboratory tests noL mvolvmg lnternaj ar external
administration of byproduct matenal ‘or the radiation therefrom

- to human beings or animals, .- - - - : -

{3} Carbon-14," in units not exceeding 10 microcuries each for use
in in vitro clinical or laboratory tests not mvo!vmg internal or extemal
administration of byproduct material,
to human beings or animals,

{4) Hydrogen 3 (tritlum), in units not_exceeding 50 microcuries

" each for use in in vitro clinical or laberatory tests not involving internal

or external administration of bypraduct.. material, or. the radiation
therefram, to human  beings or animals,
{8} Iron 59, in units not exceeding 20 microcuries each for use in in

. vitro clinical or !aboratory tests not Invo!vmg internal or external

administration of byproduct materlal or the raduatron therefrom to
human beings or animals, . :
{6} Selenium.75, in units not exceedmg 10 m;crocunes each for use
in in vitro clinical or laboratory tests not involving internal or external
or the radiation therefrom

'
3 -

(7} Mock lodine-125 reference or cahbratnon sources, in units ‘not

- exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie of
* americium-241 each for use In'in vitro clinical or laboratory tests not

invelving internal or external administration of byproduct maxerxal or.

{b} A persan shaH not receive acquire, possess use or transfer
byproduct materiat’ under the general license Pstabhshed by paragraph

{a} of this section unless that person:

“{1) Has filed NRC Form 483, "‘Registration Certificate—In Vitro

© Testing with’ Byproduct Material Under General License,” with the

:Director_of. Nuclear. Materia]_Safety _and. _Safeguards, U.S,. Nuclear_

* the Commission a validated copy of NRC Form 483 with reglstratlon

number assigned; or .
(2) Has a {lcense that authorizes the medical use of byproduct
material that was issued under Part 35 of this chapter

(c) A person who recexves acqurres po;sesses or uses byproduct -
" material purstant‘td’ the general license established by paragraph {3} of
- this section shall comply with the following:

{1} The general licensee shall not possess at any ong time, pursuant,
: to the general license in paragraph (a) of this sectien), at any one loca-

tion of storage or use, a total amount of joding 125. jodine 131]

[N
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or the .radiation therefrom,, :

Regulatory Commlssvon Washington, D.C, 20555, and recelved from =~

LT I PO SN

sefenium-75, and/or iron 59 in excess of 200 microcuries, :
{2} ‘The general. licensee shal) store the byproduct mater!al “until

used, in the original shxppmg cantainer or in a container prov;dmg\/

equivalent radiation protection.
{3} The general licensea shall use the byproduct material only for
the uses authorized by paragraph {a} of this section. :
{4) The general licensee shall not transfer the byproduct material
except by transfer.to a person authorized to recelve it by a ficense
pursuant to this chapter or from an Agreement State 1 hor transfer the .

. byproduct material in any manner other than in the unopened labeted

sh:pp!ng container as received from the supplier, ..
.{5) The general licensee shall dispose of the Mock IodIne 125'

. reference or calibration sources descrnbed in paragraph {a){7}) of this

section as required by, § 20,301 of this chapter.” i -- e s

{d) The general Ircensee shall not’ receive, acquire, possess, or use
byproduct material pursuant to paragraph {a} of this section:

{1} Except as prepackaged units which-are labeled 'in accordance
with the provisions of a speciflc Hcense issued under the provisions of
§ 32.71 of this chapter or in accordance with the provisions of a -
specific license issued by an Agreement State that authorizes manufac-

~ ture and distribution of lodine-125, ioding-131, carbon-14, hydrogen.3

{tritium), selenium-75, iron-59 or Mock ledine- 125 for drsmbutmn to
persons generally licensed by the Agreement State.

{2) Unless the following statement, or a ..ubstan:ially" simitar
statement which contains 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 physicians, veterinarians in the practice of vetermary
medicine, clinical lsboratories or hospitals and only for in vitre clinical
or laboratary tests not involving internal or external administration of |
the material or the radiation therefrom, to human beings or animals,
Its receipt, acqursmon possessron use, and transfer are subject to the

regulations and a general license of the U.S. Nuclear Regulatory Com-\_/

mission or of a State with which the Commission has entered into an
agreement for the exercise of regulatory authority,

y -

Narie of manufacturer
(e) Tha registrant possessmg or usmg byproduct matenals under the
general license of paragraph (a} of this section shall report in writing to

the Director. of Nuclear. Material Safety and. Safeguards. any changes

“in the information furnished by him in me "Hegrstratnon Cemfrcate—-ln

Vitro Testmg with Byproduct Material Under General Llcense * NRC
Form 483, The report shall be furmshed within 30 days after thB
effective date of such change.®

{f} Any person usmg byproduct material pursuant to the general

hcense 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 persons

using the Mock todine-125 descnbed in paragraph (a}{7) of this, sect;on

shall comply ‘with the provxsxons of § 20 301, 20 402 and 20 403 of
"this chapter ’
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. NOTES

— 1A .State to whlch cer'tam regulatory authomy over radroacuve matenal has been transferred by formal agreemenr pursuant to section ;'):74 of th .
: Atomic Energy Act of 1954, as amended,. )

2Materra) generally nccnsed under thls secuon pnor to January 19 1975 may bear labels authorized by the regulations in effect on January 1,
i

1 :

1975, ~.0" O , ; - , B
. 3SA new trtpilcgm set of thrs Regrstratuon Certlfrcate NRC Form 483 may be used to report any change of mformanon furmshed by a reglstrant
" as'required by § 31.11(e), bl 4 i CTie SRR

. lf Jarger quantities or other forms of byproduct materia! ‘than® those specnﬂed in the general licenge of 10 CFR 31.171 are requ.rcd an "Apphca-V'
E tlon | for Byproduct Matenal L!cense, .ANRC Form 313 shou!d be. fited 1o’ obtain.a specnﬁc byproduct material hcense Copies of application apd- 1 -
: regtstration forms may be obtamed from the Medlcal Academ;c and Commercxal Use Saf’ety Branch (6H3) D.vmon of Industrnal and Medlcal Nuclea i

Safety, United States Nuclear Regulatory Commisslon Washlngton DcC 20555 ALt Seette I




