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APPROVED BY OMB: NO. 3150-0038 EXPIRES: 6-30-99

— ) 4 & Ca
NRC FORM 483 o U.S. NUCLEAR REGULA_TORY'COMMISSION
(9-96) : A N

GENERAL LICENSE

e DL ,;,;, R

'REGISTRATION CERTIFICATE - in vitro TESTING
"WITH BYPRODUCT MATERIAL UNDER

Estimated burden per response to comply with this mandatory information
collection request. 7 minutes. The validated registration serves as evidence
to suppliers of byproduct material that the registrant is entitied to receive the
byproduct material. Forward comments regarding burden estimate to the
Informahon and ‘Records ‘Management Branch (T-6 F33), U.S. Nuclear
Regulatory~ Commission, Washington, DC |, 20555-0001, and to the
Paperwork Reduction Project (3150-0038), ‘Office of Management and
Budget, Washington, DC '20503. :NRC may not conduct or sponsor, “and a
person is not required to respond to,’a “collection of mforrnatlon ‘unless it
displays a currently vaiid OMB control number. . cou

authorized until the physician, clinical laboratory; hospltal or veteriarian in the
Commission a vahdated copy of NRC Form 483 with a reglstratlon number

Sectlon 3111 of 10 CFR 31 estabhshes a general license authonzmg thSICIanS s clinical Iaboratones hosprtals and vetennanans in the” practrce of
’ vetennary medicine to possess certain small quantities of byproduct ‘material for in vitco clinical of 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

practice of Vetennary medlcme has filed NRC Form 483 and recelved from the

1. NAME AND ADDRESS OF APPLICANT . (See Instruction 3.8. below)

KeyStone. 74114/\/+/ca/ Labs, Jue.
{13 Dickevson Road Lémt 4

L Noxth, Walgsy Pa- /95‘5‘4

2. APPLICATION (Check one box only)

| hereby apply for a registration number pursuant to 10 CFR 31 Sectlon
31.11, for use of byproduct materials for:

A. Myself, a duly licensed physician authorized to dlsperse drugs in
.-the practice of medicine. .

TELEPHONE NUMBER (Include Area Code)

(2/5) ¢79- 58§99

{ Dr. Allan X )

- \/ B. The above-named clinical laboratory.  © ___ © .

C. The above named hospital.

D. Veterinarian in the practice of veterinary medicine.

3.  INSTRUCTIONS: .
A. Submit this form in dupllcate to

Medrcal Academic and Commercial Use

.. Safety Branch (T-8 F5)

Division of Industrial and Medical Nuclear Safety .
. Office of Nuclear Material Safety and Safeguards i
U S. Nuclear Regulatory. Commrssoon e e
.Washrngton pc 20555—0001 :

(At NRC a reglstratlon number wrll be asslgnedand a vahdated copy
ofNRCForm483W|Ilberetumed) PARE B

B. Inthe box above pnnt or type the name address (lncludlng ZIP/
_ Code), and telephone number of the registrant physician, clinical -
‘laboratory, hospital, or veterinarian in the practice of veterinary
medicine for whom or for which this registration form is filed.
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4. REGISTRATION

REGISTRATION NUMBER:

A . S
2“0 R Thn US. NU\,,Jm .vuI“'”ULATO
-5 CD '

****

3/9/

(If this an initial registration, leave this space blank — ‘number to be
ass:gned by NRC. Ifthis is a change of information froma prewous!y
reglstered general ficense, mclude your registration number )
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5. If place of use is different from ‘address listed above, give complete address:
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.- - 6. CERTIFICATION

A. Al information in this reglstratron cemﬁcate is true and complete

" license of 10 CFR 31.11.
byproduct matenals )

c.1 understand that Commission regulatlons requ're that any change

¢
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B. The registrant has appropnate radlatlon measunng lnstruments to carry out the tests for which byproduct material wull be used under the general
The tests wnll be performed only by personnel competenl in the use of the |nstruments and |n the handhng of the

in the |nformat|on fumlshed by a registrant on this regnstratlon certlf cate be

’ reported to the Drrector of Nuclear Matenal Safety and Safeguards wrthln 30 days from the effectwe date of such change

D | have read and understand the provisions of Sectlon 31.11 of NRC regulatlons 10 CFR 31 (repnnted on the reverse srde of this fonn) and |
~ -~ understand that the reglstrant is requnred to comply with those provisions as to all byproduct material which he reoervos ‘acquires, possesses uses

P AIan )(M _)_"?I'p)’eflden*

-] SIGNATURE OF APPLICANT

: Tor transfers under the general Ivcense for whlch this Reglstratlon Certificate i is ﬁled wrth the U.S. Nuclear Regulatory Commlssron
' . PRINTED OR TYPED NAME AND TITLE OF APPLICANT - e

: DATE

Do 2

3/3/77

ARNING

ANY MATTER WITHIN ITS JURISDICTION. __

FALSE STATEMENTS IN THIS CERTIFICATE MAY ,BE SUBJECT TO CIVIL AND/OR.CRIMINAL
ENALTIES. 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 ASTO

NRC FORM 483 (6-96)
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CéNbITlCN‘é AND LlMITAfIONS OF GENERAL LICENSE 10 CFR 31.11

§ 31. 11 General Jicense for" use of byproduct materials for certain in

vstro chmcal or Iabora!ory !estlng

{a) A general license is hereby issued to anv physician, veterinarian
in the practice of veterinary medicine, clinical laboratory or hospital ta
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 followmg byproduct materials in prepack-

aged units: ,

{1} lodine-125, in units not exceeding 10 microcurres each for use

in in vitro clinical or lsboratory tests not involving internal or externa_l
administration- of byproduct material, or the radiation therefrom, ta
human beings or animals.

{2) lodine-131, In units not exceedmg 10 microcuries each for use
in in vitro clinical or !aboratory tests not rnvolvmg mternal or external
administration of byproduct material,
to human beings or animals.

{3) Carban-14, in units not’ exceeding 10 microcuries each for use
in in vitro clinical or laboratory tests not invelving internal or-external
administration - of byproduct: material,
to human beings or animals, B : o

{4) Hydrogen 3 (tritium), in"units not exceeding 50 microcuries
each for use in in vitro clinical or laboratory tests not involving internat
or external- administration of byproduct- material, or the. radiation
therefrom, to human beings or animals,

{8} Iron 53, in units not exceeding 20 microcuries each for use in in
vitro clinical or laboratory tests not invalving internal or external

" administration of byproduct material, or the radiation therefrom, to

. administration of  byproduct material,

human beings or animals, .

{6} Selenium-75, in units not exceeding 10 microcuries each for use
in in vitro clinical or laboratary tests not involving internal or external
or the radistion therefrom,
to human beings or animals, . ’

{7} Mock lodine-125. reference or calibration sources,. in units not

‘exceeding 0.05 microcurie of iodine-129 and 0.005 microcurie. of

amerlcium-241 each for use in in vitro clinical or laboratory tests not
involving internal or externa! administration of byproduct material, ar

7 the radiation therefrom to human’ bemgs or animals, -

(b} A person sha!l not recewe acquire, possess,. use or transfer
byproduct matenal under the’ general license estabhshed by paragraph

‘{a) of this section unless that person:

{1) Has filed NRC Form 483, “Registration Centificate—In Vitro
Testing with Byproduct Marerial_ Under General License,” with the
Director of Nuciear. Material Safety and Safeguards, U.S. Nuclear
Regulatory” Commission, Washington, D.C. 20555, and received from

- the Commission a validated copy of NRC Form 483 with registration

number assigned; or
{2} Has a license that auxhorrzes the medical use of byproduct

" material that was issued under Part 35 of this chapter,

. {e) A'person who receives, acquires, possesses or uses bypmduct
matenal pursuant 1o the general license established by paragraph {a) of
this section shall comply with the following:

{1)- The general licensee shan not possess at any ong time, pursuant,

" to the general license in paragraph {a) of this sec’tron at any one loca~
. tion of storage or use a total amount of jodine 125, iodine 131,

or the radiation therefrom,_’

or the radlation: therefrom,

selenjum-75, and/or iron 59 in excess of 200 microcuries,

{2} The general licensee shall store the byproduct material, ur
used, -in the original sh|ppmq comamer or m a contamer prcv;dn\
equivalent radiation protection,

(3} The generat licensee shall use the byproduct materia! only for
the uses authorized by paragraph {a) of this section.

(4} The general licensee shall nat transfer the byproduct material

except. by transfer.to a person zuthorized to recejve it by a license ~

pursuant to this chapter or from an Agreement State,! nor transfer the
byproduct matena! in any manner other than in the unopened, labeled
shipping cantainer as received from the supplier.

{5) The general hcensee shall dispose of, the Mock lodme 125

‘reference or calibratian sources described in paragraph (a}{7) of this
section as required by § 20,301 of this chapter,

{d) The general Ircensee shall not receive, acquire, possess, or use

byproduct mater;al pursuam to paragraph {a} of this section:

(1) Except, as prepackag”d units which are-labeled_in accordance .

with the provisions of a specific license Issued under the provusions 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, jodine-131, ‘carbon-14, hydrogen-3
(tmium) se*emum-75 ;iron-59 or Mock - lodine- 125 for distribution to
‘persons generally ticensed by the Agreement State,

{2} Unless the following statement, or a substantla”y similar -

statement which contains the information called for in the following
statement, appears on a label affixed to each prepackaged unit or
appears in s leaflet ar brochure which accompanies the package:?

This radioactive material may be received, acquired, possessed, and
used only by physicians, veterinarians in the’ practice of veternnary
medicine, clinical {aboratories or hospitals and only for in vitro clinicat
or laboratory tests not involving internal or external admm'stratnon of
the material or the radiation therefrom, to human beings or animals,
Its receipt, acquisition, possession, use, and transfer are subject ta tf
regulations and a general license of the U.S, Nuclear Regufatory Co.
mission ar of a State with which the Commission has entered into al
agreement for the exercrse of reguiatory authomv

-+ Name of manufacturer - =~~~ .1 .

o

(e} The registrant possessirxg or using byproduct materié!s under the

general ticense of paragraph {a) of this section shall report in writing to
the Director of Nuclear Materlal Safety and Safeguards any changes
_in the information furmshed by him in the "Regrstration Certificate—In

Vitro Testmg with Byproduct Material Under General L(cense * NRC.
Form 483. The report shall be furnished wnthm 30 days after the

effective date of such’'change,3 -

(f} Any person using 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 personsg -

using the Mock lodire-125 described in paragraph (a)(?) of this section
. shall comply with the provisions of § 20.301, 20, 402 and 20 403 of
this chapter,

LI NOTES, * . o LT
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- -~ 1A State to which certatn regulatory authorlty over radioactive materral has been transferred by forma! ~agreement, pursuant to section 274 of the
Atomic Energy Act of 1954, as amended,
: -Material gpnerauy licensed. under thrs sectron prror 1o January 19 1975 may ‘bear labels authonzed by the regulatlons m effect on Januaryd

1975, Y ¥ b

. 3A new tnphcate set of th|s Regnstratron Cemf:care NHC Form 483 may be used t0 report any change of mformauon furmshed bv 8 regxsrrar

ésrequrred by §31. 11(e) aee Tand o try

At larger quantities or other forms of byproduct materrat than thOse specmed inthe
»tlon for Byproduct. Materral Licensa ' NRC Form 313 shou!d be filed: to( ‘obtain’a spec:frc byproduct material ficense, Copres of apphcatron and.
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: _reglstrauon forms 1 may be obtamed from the Medical, Academic and Commnrcral Use Safety Branch (6H3) Dwislon of !ndustnal and Medrca! Nuctear

Safety, United States Nuclear Regulatory Commission Washmgton DC 20555 4o e -
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general license of 10 CFR 31.11 are reqdired; an "Apphcé\/" ‘




