NRC FORM 483 U. S. NUCLEAR REGULATORY COMMISSION | APPROVED BY OMB: NO. 3150-0033 EXPIRES: 6-30-99

06 .
%) Estimated burden per response to comply with this mandatory information
collection request 7 minutes. The valid: d registration serves as evidence

REGISTRATION CERTIFICATE = in vitro TESTING |5 et vmorst Fovward conmets rogarimg boion ssirai 1ot
WITH BYPRODUCT MATERIAL UNDER reianny Sorn, Westingon, DG 206550001, and 0. e

~ : Paperwork Reduction Project” (3150-0038), Office of Management and
~ : GENERAL LICENSE Budget, Washington, DC 20503, NRC may not conduct or sponsor, and a

person is not required to respond to, a collection of information unless it
displays a currently valid OMB control number.

Section 31.11 of 10 CFR 31 establishes a general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practice of
veterinary medicine 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, hospital, or veteriarian in the practice of veterinary medicine, has filed NRC Form 483 and received from the
Commission a validated copy of NRC Form 483 with a registration number. o ) .

1. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. below) 2. APPLICATION (Check one box only)
Endocrine Testing Ltd. ' | hereby apply for a registration number pursuant to 10 CFR 31, Section
740101(1 York<R0ad : - e L 31.11,1oruseofbyproduetmaterialsfor: ) .
Melrose Park, PA 19027 ) , : A. Myself, a duly licensed physician authorized to disperse drugs in

. the practice of medicine. ‘
. : ¥ | B. The above-named ciinical laboratory.
TELEPHONE NUMBER (Include Arse Code) . C. The above named hospital.
' (215) 634-4882 ‘ D. Veterinarian In the practice of veterinary medicine;
3. INSTRUCTIONS: 4. REGISTRATION
A. Submit this form in duplicate to: REGISTRATION NUMBER:
Medical, Academic and Commercial Use ‘ L - 8454
. Safety Branch (T-8 F5) . _
Division of Industrial and Medical Nuclear Safety NUCLEAR REGULATORY COMMISSION
Office of Nuclear Material Safety and Safeguards . : ;
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001
(At NRC, a registration number will be assighed and a validated copy
~ of NRC Form 483 will be returned.) . L _
B. Inthe box above, print or type the name, address (including 2P KI'MBEBI'-’Y RANDALL . ' 2/3/98
Code), and telephone number of the registrant physician, clinical (i this an initial registration, leave this space blank — number to be
laboratory, hospital, or veterinarian in the practice of veterinary 355{9’?94 by NRC. If this is a change of ",'f‘f"""@" from a previously
medicine for whom or for which this registration form is filed. registered general icense, include your registration number.)

5. If place of use is different from address listed above, give complete address:

7447 01d York Road, Melrose Park, PA 19027

6. CERTIFICATION

| hereby certify that: : R .
A. Al information in this registration certificate is true and complete.

B. The registrant has appropriate radiation measuring instruments to carry out the tests for which byproduct material 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 handiing of the
byproduct materials. : ‘ ’

C. | understand that Commission regulations require that any change in the information furnished by a registrant on this registration certificate be
reported to the Director of Nuclear Material Safety and Safeguards within 30 days from the effective date of such change. S

D | have read and understand the provisions of Section 31.11 of NRC regulations 10 CFR 31 (reprinted on the reverse side of this form); and |
i 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 license for which this Registration Certificate is filed with the U.S. Nuclear Regutatory Commission. -

PRINTED OR TYPED NAME AND TITLE OF APPLICANT i SIGNATURE OF APPLICANT, : DATE

~Jerome H. Check, M.D., Director ' w\m - n).\lclx
\

WARNING: FALSE STATEMENTS IN THIS CERTIFICATE @ BE SUBJECT TO CIVIL AND/OR CRIMINAL
PENALTIES. NRC REGULATIONS REQUIRE THAT SUBMISSIO O 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
JFALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO
ANY MATTER WITHIN ITS JURISDICTION.

NRC FORM 483 (8-98)




- administration of byproduct material, or the radratron therefrom,, ’ byproduct material pursuant to paragraph (a) of this section: i
""to human beings or anlmals

et el - . N - -

CONDIT!ONS AND LlMITATlONS OF GENERAL LICENSE 10 CFR 31.11

§ 31 11 General hcense for use of byproduct matenals for certain m - ‘ _setenium-75, and/or iron 59 in excess of 200 microcuries,

" vitro clrmcalor laboratory testmgr B C ol : . {2V: The ‘genoral licensea shall. store the" byproduct matenal until * :
) S ', e - used;-in the ariginal shrppmq ccntamer or ln a container providin’
fa). A general llccnse is hereby'issued o any physician, veterinarian equivalent radiation protecuon e - /
- in the practice of veterinary medicine, clinical laboratory'or hospital to {3} The. general, licensee shall use the byproduct material only for
. receive, acquire, possess, transfer, or use, for any of the followmg stated the uses authorized by paragraph {(a) of this section. )
tests, in accordance with the provisions of paragraphs (b}, {c}, (d}, (e}, .-~ .{4) The general.licensee shall nat transfer the byproduct material .
and {f} of this section, the l’ollowmg byproduct matenals in prepack-- - . except by.transfer to a person. authorized. to recaijve it by a license
' aged units: - . .- . . pursuant.to this chapter or from an Agreemenz Statel nor transfer the
{1} lodine-125,; in unlts not exceedlng 10 mrcrocurles each for use + ;-byproduct material in- any manner other than in ‘the uncpened, labeled_,
in in vitro clinical or laboratory. tests not involving internal or external _-.~  shipping container as recerved from. the supplier. G .
: administration of byproduct material, or the radlation therefrom, ta . {8} The generatl, lrcensee shall, drspose of the Mock lodme-125r
human beings or animals, - . ... . .reference or catibration sources described in paragraph (a)(?l of tl’usv
{2} lodine-131, in units not exceedmg 10 mrcrocunes each for use. : section as required by § 20,301 of this chapter, . LI SRS
" in in vitro clinical or laboratory tests not; involying mternal or. external oo+ .{d}-The general licensee shall not receive, aequrre POssess, or use

T - T T I (1) Except as prepackaged units which are labeled. in accordance )
{3} Carbon. 14, in units not exceedmg 10 mrcroeurres each for use v with the provisions of a specific license issued under the provisions af

In in vitro clinical or laboratory. tests. not mvolvmgmternal or external,_‘ § 32.71 of this chapter or in accordance with the provisions of a
administration of byproduct: materlal, or: th‘e' radlatio "ther‘efrdmf“ specific license issued by an Agreement State that authonzes manufac:
. to human bemgs or animals, : = . ture and distribution of jodine- 12'5; jodine. 131 carbon- 14, hydrogen.3 |
(4} Hydrogen 3 {tritium), in unifs’ not exceedmg 50 microcuries .- {tritium}, selenium-75, iron-59 or Mock ladine- 125 for dnstnbutlon to
“each for use in in vitro clinical or laboratory tests not mvolvmg mternal . " 'persons generally licensed by the Agreement State,” - ;
- or external administration of -byproduct mater:al ~or-the radlatron - {2) Unless the followmg statement, or a substannally srmrlar
- therefrom, to human beings or animals. ‘ statement which contains the info'rmation called for in the followmg
{5} Iron 59, in units not exceeding 20 microcuries each foruse inin * statemem appears on a label affixed to each prepackaged unit or !
- vitro ¢linical or lsboratory tests not invelving internal or_external - appears in a leaflet or brochure wh;ch accompames the package:2 & -
administration of byproduct material, or the radratron therefrom to . - This radioactive mater:al may be recelved acqurred oossessed and
" human beings or animals. 5 used only by physlcxans vetermarlans in the practice of vetermary
{8) Selenium-75, in units not exceeding 10 mrcrocurres each for use medicine, clinical laboratorres or hosprtals and only for in vitro clinical
: in in vitro clmlcal or labaratory 1ests not mvolvmg internal or extemal or laboratory tests not mvolvlng mternal or external admrn-stranon of .
administration of byproduct material, or. the radratron t_herefrom, .+ ~the materlal or the radiation therefrom to human beings or animals, °
to human beings or animals, : - . lts receipt, acqunsnion possession, use, and transfer are subject to the e
; {7} Mock Jodine-125 reference or calibration sources, in umts not L 'regulatrons and 3 general license of the u, .S. Nuclear Regulatory Com- _;
~ exceeding 0.05 microcurie of Todine-128 and -0.005 microcurie of . mission ar of a Staté with whrch the Commission has entered into an“‘
* americium-241 each for use in in vitro clinical or laboratory tests not. ° agreement lor the exercrse of regulatory authonty

[

.+ byproduct materlal under the general ’hcensa establlshed by paragraph

Ve

invalving internal or external administration of byproduct matenal or. i
the radiation therefrom, to human’ beings or animals, * . . o
{b) A person.shall not_receive, acquire, possess, use’ or. transfer o

"~ Name of manufacturer '’

. {a} of this section unless that person: R e, el t Sl TS T
{1} Has filed NRC Form 483, “Registration Certificate—~In Vitro - {e} The registrant possessing or using byproduct materials under the
- Testing with Byproduct Material Under General License,”” with the general license of paragraph (a) of this section shall report in writing to
Birector of Nuclear. Material - Safety and Safeguards, U.S.. Nuclear... ... the. Directar. of. Nuclear Material. Safety and Safeguards any changes
: Regulatory Commission, Washingtan, D.C, 20555, and received from-- - ‘in'the Snformatron furmshed by him in the "'Registration, Certificate—In_
" the Commission a validated copy of NRC Form 483 with registration Vitro Testing with Byproduct Material Under General License,” NRC . !
number asslgned or Form - 483, .The report shall be furmshed wnthm 30 days after zhe
{2) Has a license that authorizes the medical use of bvproduct ‘ ,effecnve date of such chanqe3
matenal thet was issued under Part 35 of thrs chapter L LAY Any persan, using byproduct material pursuant to the general
{c). A person who recewes acquires, possesses or. uses byproduct lrcense of paragraph (a) of thrs sect;on is exempt fram the requxrements
; matenal pursuant o' the general license estabfished by paragraph {a)of 7 of Parts 18,20 and 21 of this chapter wrth respect to. bvproduct
. this section shal} comply with the following: matenals covered by that general license, except that such persons
+ {1} . The general licensee shat! not possess at any one time, pursuant .~ using'the Mock lodme 125 descnbed in paragraph (al(?) of this sectlon
10 the general license in paragraph {a). of this section, at any one loca- shall. comp.y wlth the provlslons of § 20.301, 20 402 and 20 403'of |
~ tion of storage ar use, 3 total amount of jodine 125, iodine 131, ._‘thrs chapter ’ o . ) o )

Cea

Ta197s, o ‘e

_‘"'-’tlon for Byproduct Material- Llcense," NRC Form: 313 should be filed ar obtam 8 specmc byproduct: materiak llcense Coprcs of: appllcatron and
" registration. forms may be obtarned from the Medlcal Academxc and Commr:rclal Use Safety Bra_nch (6H3) Ileslon of lndusmaland ,Medlcal N r
" Safety, Umted States' Nuciear Regulatory Commission; , Washington; DC 20555 e

‘f “1A State to Whlch certaln regulatory aurhorlty over radloactive materral has been transferred by formal aqreement pursuant to sec’uon 274 of’the'
< Atomic Energy Act of 1954, as amended,

as required by §31.11{e). -

B E L . PRSI

[P S

B -Marerlal generally licensed under this'section prror to Januery ig, 1975 may bear labels authorized by the regulatrons m elfect on’ January ‘l

A new trrplxcate set of thrs Regmratron Certlflcate NHC Form 483 may be used to report any change of |nfprmatro“?

-

11 larger quantities or ozher forms of byproduct material than those cpec:fled in the general llcense of 10/ CFR: 31 11 are requrred an; "Appllca




